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Presidential Documents

Title 3—

The President

Executive Order 13565 of February 8, 2011

Establishment of the Intellectual Property Enforcement Advi-
sory Committees

By the authority vested in me as President by the Constitution and the
laws of the United States of America, including title III of the Prioritizing
Resources and Organization for Intellectual Property Act of 2008 (Public
Law 110-403)(15 U.S.C. 8111-8116) (the “PRO IP Act”), and in order to
strengthen the efforts of the Federal Government to encourage innovation
through the effective and efficient enforcement of laws protecting copyrights,
patents, trademarks, trade secrets, and other forms of intellectual property,
both in the United States and abroad, including matters relating to combating
infringement, and thereby support efforts to reinvigorate the Nation’s global
competitiveness, accelerate export growth, promote job creation, and reduce
threats posed to national security and to public health and safety, it is
hereby ordered as follows:

Section 1. Senior Intellectual Property Enforcement Advisory Committee.

(a) Establishment of Committee. There is established an interagency Senior
Intellectual Property Enforcement Advisory Committee (Senior Advisory
Committee), which shall be chaired by the Intellectual Property Enforcement
Coordinator (Coordinator), Executive Office of the President.

(b) Membership. The Senior Advisory Committee shall be composed of
the Coordinator, who shall chair it, and the heads of, or the deputies to
the heads of:

(i) the Department of State;

ii) the Department of the Treasury;

iii) the Department of Justice;

iv) the Department of Agriculture;

v) the Department of Commerce;

vi) the Department of Health and Human Services;
vii) the Department of Homeland Security;

viii) the Office of Management and Budget; and

ix) the Office of the United States Trade Representative.
A member of the Senior Advisory Committee may, in consultation with
the Coordinator, designate a senior-level official from the member’s depart-
ment or agency who holds a position for which Senate confirmation is
required to perform the Senior Advisory Committee functions of the member.
(c) Mission and Functions. Consistent with the authorities assigned to
the Coordinator, and other applicable law, the Senior Advisory Committee
shall advise the Coordinator and facilitate the formation and implementation
of each Joint Strategic Plan required every 3 years under title III of the
PRO IP Act (15 U.S.C. 8113), consistent with this order.

(d) Administration. The Coordinator shall coordinate and support the work
of the Senior Advisory Committee in fulfilling its functions under this
order. The Coordinator shall convene the first meeting of the Senior Advisory
Committee within 90 days of the date of this order and shall thereafter
convene such meetings as appropriate.

Sec. 2. Intellectual Property Enforcement Advisory Committee.

—_ o~ o~ o~ o~ o~ o~ —
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(a) Establishment of Committee. There is established an interagency Intel-
lectual Property Enforcement Advisory Committee (Enforcement Advisory
Committee), which shall be chaired by the Coordinator. The Enforcement
Advisory Committee shall serve as the committee established by section
301(b)(3) of the PRO IP Act (15 U.S.C. 8111(b)(3)).

(b) Membership. The Enforcement Advisory Committee shall be composed
of the Coordinator, who shall chair it, and representatives from the following
departments and agencies, or units of departments and agencies, who hold
a position for which Senate confirmation is required, who are involved
in intellectual property enforcement, and who are, or are designated by,
the respective heads of those departments and agencies:

(i) the Office of Management and Budget;

(ii) relevant units within the Department of Justice, including the Criminal
Division, the Civil Division, and the Federal Bureau of Investigation;

(iii) the United States Patent and Trademark Office, the International Trade
Administration, and other relevant units of the Department of Commerce;

(iv) the Office of the United States Trade Representative;

(v) the Department of State, the Bureau of Economic, Energy, and Business
Affairs, the United States Agency for International Development and the
Bureau of International Narcotics and Law Enforcement Affairs;

(vi) the Department of Homeland Security, United States Customs and
Border Protection, and United States Immigration and Customs Enforce-
ment;

(vii) the Food and Drug Administration of the Department of Health and
Human Services;

(viii) the Department of Agriculture;
(ix) the Department of the Treasury; and

(x) such other executive branch departments, agencies, or offices as the
President determines to be substantially involved in the efforts of the
Federal Government to combat counterfeiting and infringement.

Pursuant to the PRO IP Act (15 U.S.C. 8111), the Coordinator shall also
invite the Register of Copyrights, or a senior representative of the United
States Copyright Office designated by the Register of Copyrights, to serve
as a member of the Enforcement Advisory Committee.

(c) Mission and Functions.

(i) Consistent with the authorities assigned to the Coordinator and the
Enforcement Advisory Committee, and other applicable law, the Enforce-
ment Advisory Committee shall develop each Joint Strategic Plan as pro-
vided for in title IIT of the PRO IP Act. In the development and implementa-
tion of the Joint Strategic Plan, the heads of the departments and agencies
identified in section 2(b) of this order shall share with the Coordinator
and the other members of the Enforcement Advisory Committee relevant
department or agency information, to the extent permitted by law, includ-
ing requirements relating to confidentiality and privacy, and to the extent
that such sharing of information is consistent with law enforcement proto-
cols for handling such information. Such information shall include:

(A) plans for addressing the Joint Strategic Plan;

(B) statistical information on the enforcement activities taken by that
department or agency against counterfeiting or infringement; and

(C) recommendations to enhance cooperation among Federal, State, and
local authorities responsible for intellectual property enforcement.

(ii) The Coordinator may establish subgroups, consisting exclusively of
Enforcement Advisory Committee members or their designees, who must
be officials from the designating member’s department or agency, to support
the functions of the Enforcement Advisory Committee. The subgroups
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shall be chaired by the Coordinator, or the Coordinator’s designee with
expertise and experience in intellectual property enforcement matters,
and may include:

(A) an Enforcement Subcommittee; and

(B) other subcommittees as the Coordinator deems appropriate, including
subcommittees addressing particular enforcement issues, efforts, training,
and information sharing among departments and agencies.

(d) Administration. The Coordinator shall coordinate and support the work
of the Enforcement Advisory Committee in fulfilling its functions under
this order and under section 301(b)(3)(B) of the PRO IP Act (15 U.S.C.
8111(b)(3)(B)). The Coordinator shall convene meetings of the Enforcement
Advisory Committee as appropriate.

Sec. 3. General Provisions.

(a) Nothing in this order shall be construed to impair or otherwise affect
the:

(i) authority granted by law to an executive department, agency, or the
head thereof, or the status of that department or agency within the Federal
Government; or

(ii) functions of the Director of the Office of Management and Budget

relating to budgetary, administrative, or legislative proposals.

(b) This order shall be implemented consistent with applicable law and
subject to the availability of appropriations. Consistent with section 301(b)(2)
of the PRO IP Act (15 U.S.C. 8111(b)(2)), the Coordinator may not control
or direct any Federal law enforcement agency in the exercise of its investiga-
tive or prosecutorial authority.

(c) This order is not intended to, and does not, create any right or benefit,
substantive or procedural, enforceable at law or in equity by any party
against the United States, its departments, agencies, or entities, its officers,
employees, or agents, or any other person.

THE WHITE HOUSE,
February 8, 2011.
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DEPARTMENT OF ENERGY
10 CFR Part 1023

48 CFR Parts 901, 902, 903, 904, 906,
907, 908, 909, 911, 914, 915, 916, 917,
and 952

RIN 1991-AB81

(General Provisions) Contract Appeals
and the Acquisition Regulation:
General, Acquisition Planning, and
Contracting Methods and Contract
Types

AGENCY: Department of Energy.
ACTION: Final rule.

SUMMARY: The Department of Energy
(DOE) is amending the Department of
Energy Acquisition Regulation (DEAR)
regulations on Acquisition Planning,
and Contracting Methods and Contract
Types to make changes to conform to
the Federal Acquisition Regulation
(FAR), remove out-of-date coverage, and
update references. Today’s rule does not
alter substantive rights or obligations
under current law.

DATES: Effective Date: March 14, 2011.

FOR FURTHER INFORMATION CONTACT:
Barbara Binney at (202) 287—-1340 or by
e-mail, barbara.binney@hgq.doe.gov.

SUPPLEMENTARY INFORMATION:

1. Background
II. Discussion
III. Procedural Requirements
A. Review Under Executive Order 12866
B. Review Under Executive Order 12988
C. Review Under the Regulatory Flexibility
Act
D. Review Under the Paperwork Reduction
Act
E. Review Under the National
Environmental Policy Act
F. Review Under Executive Order 13132
G. Review Under the Unfunded Mandates
Reform Act of 1995
H. Review Under the Treasury and General
Government Appropriations Act, 1999
I. Review Under Executive Order 13211

J. Review Under the Treasury and General
Government Appropriations Act, 2001

K. Review Under the Small Business
Regulatory Enforcement Fairness Act of
1996

L. Approval by the Office of the Secretary
of Energy

I. Background

This final rule amends the
Department of Energy Acquisition
Regulation (DEAR) and the DOE
regulation at 10 CFR part 1023 which
implements DOE’s contract appeals
procedures. DEAR subchapters A, B,
and C have outdated sections that need
to be updated for consistency with the
Civilian Board of Contract Appeals
(CBCA) provisions of Section 847 of the
National Defense Authorization Act for
Fiscal Year 2006, Public Law 109-163,
and provisions of the FAR and the Title
41, chapter 102—Federal Management
Regulation. DOE is implementing these
provisions but they are not yet reflected
in the DEAR.

DOE is also removing regulations in
10 CFR part 1023 that have been made
obsolete by the establishment of the
CBCA within the General Services
Administration. DOE has already
adjusted its internal procedures to
address the CBCA jurisdiction.

With the amended changes to
Subchapters A, B, and C, the DEAR
would conform to the FAR, the Title 41,
chapter 101—Federal Property
Management Regulation, and the
Federal Management Regulation. The
purpose of this rule is to update the
existing DEAR to conform it to the FAR.
Changes are to DEAR parts 901, 902,
903, 904, 906, 907, 908, 909, 911, 914,
915, 916, 917, and 952. No changes are
being made to DEAR parts 905, 910, and
912 at this time. None of today’s
conforming changes are substantive or
of a nature to cause any significant
expense for DOE or its contractors.

II. Discussion

DOE published a notice of proposed
rulemaking on July 1, 2010 (75 FR
38042), with a public comment period
ending on August 2, 2010. DOE received
no comments.

DOE amends the 10 CFR part 1023 as
follows:

1. DOE removes from the regulation
10 CFR part 1023 made obsolete by the
termination of the Energy Board of
Contract Appeals and the establishment
of the Civilian Board of Contract

Appeals. Section 847 of the National
Defense Authorization Act for Fiscal
Year 2006, Public Law 109-163
established within the General Services
Administration the Civilian Board of
Contract Appeals and terminates
authority for the Energy Board of
Contract Appeals.

DOE amends the DEAR as follows:

2. Section 901.101 is revised to add
“(Chapter 1 of Title 48 of the Code of
Federal Regulations (CFR))” to provide
the citation to the FAR’s CFR chapter.

3. Section 901.102 is removed and
redesignated as 901.103 to conform to
the FAR. It also is revised to add
“Senior” before “Procurement
Executive” and to clarify that there are
two Senior Procurement Executives, one
for the National Nuclear Security
Administration (NNSA) and the other
for the rest of the Department of Energy
(DOE). The section is further revised to
add a reference to the more recent and
separate delegation for the NNSA Senior
Procurement Executive from the
Administrator of the NNSA, and update
citation references to the United States
Code.

4. Section 901.103 is redesignated as
901.104. That section is also revised to
clarify that the DEAR applies to NNSA
acquisitions.

5. Section 901.104-1 is redesignated
as 901.105—1. That section is revised to
add the CFR citation and the Web site
reference for the electronic CFR.

6. Section 901.104-2 is redesignated
as 901.105-2. In addition, it is moved to
update the cite in paragraph (b) from
1.104-2(b) to 1.105-2(b) to conform to
the FAR.

7. Section 901.104-3 is redesignated
as 901.105-3 which is revised to add the
Web site reference to view the electronic
DEAR.

8. Section 901.105 is redesignated as
901.106. The title of the redesignated
901.106 is revised to read “OMB
approval under the Paperwork
Reduction Act” to conform to the FAR.
In addition, the Office of Management
and Budget (OMB) acronym is spelled
out. The paragraph is further revised to
remove the redundant FAR text and the
reference to canceled OMB control
number 1910-5103.

9. Section 901.301-70 paragraph (a) is
revised to add a reference to the Federal
Management Regulation to conform to
the FMR. The paragraph is also revised
to state that the Department of Energy
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Acquisition Guide provides procedural
guidance for the acquisition community
and provides the Web link to the guide.

10. Subpart 901.6 is revised to add
“Career Development,” to the title of this
subpart.

11. Section 901.601 paragraph (a) is
revised to add the contracting authority
for NNSA. This paragraph explains the
authorities for the Senior Procurement
Executives for DOE and NNSA.
Paragraph (b) is revised to clarify that
both of the Senior Procurement
Executives have been authorized to
perform functions set forth at FAR
1.601(b).

12. Section 901.602-3 is revised to
clarify that the Senior Procurement
Executives are authorized to ratify
unauthorized commitments.

13. Section 901.603 is revised by
adding references to DOE Order 361.1B,
Acquisition Career Management
Program and DOE Order 541.1B,
Appointment of Contracting Officers
and Contracting Officer Representatives,
or their respective successor orders.

14. Part 902 is revised by adding
subpart 902.1 consisting of 902.101,
Definitions, to define the “Agency Head
or Head of the Agency”, the
“Department of Energy”, and the “Senior
Procurement Executive” and by
removing 902.200 in its entirety and
adding the clause instruction at 902.201
to conform to the FAR.

15. Section 903.303 is amended in
paragraph (a) to add “Senior” before
“Procurement Executive”.

16. Subpart 903.4 Contingent Fees is
amended at 903.405 to revise the section
heading.

17. Section 903.405 is revised to
delete the reference to use Standard
Form 119, which is outdated, but retains
the direction that the chief of the
contracting office seek review by
counsel before initiating appropriate
action.

18. Section 903.603 in paragraph (a)
removes the first occurrence of “FAR”.

19. Subpart 903.7—Voiding and
Rescinding Contracts is added to state
only the Head of the Contracting
Activity can determine whether a
contract is voided or rescinded.

20. Subpart 903.10—Contractor Code
of Business Ethics and Conduct is added
to conform with the FAR.

21. Section 903.1004 Contract clauses,
paragraph (b)(2)(ii) is added to instruct
the contracting officer to insert the DOE
Web site address http://ig.energy.gov/
hotline.htm in paragraph (b)(3) of the 48
CFR 52.203-14 clause, Display of
Hotline Poster(s).

22. Section 904.7001 is amended by
removing the last sentence which
contained the definitions of

” «

“contractor,” “contract,” and “special
nuclear material.”

23. Section 904.7002 is amended by
adding three definitions of terms that
were previously described in the last
sentence of section 904.7001.

24. Section 906.102 paragraph (d)(4)
is rewritten to clarify the use of
competitive selection procedures for the
award of research proposals in
accordance with Subpart 917.73 and
FAR Part 35.

25. Section 906.102 paragraph (d)(5)
is rewritten to clarify the use of
competitive selection procedures for
award of program opportunity notices
for commercial demonstrations in
accordance with Subpart 917.72.

26. Section 906.501 is revised to add
the NNSA role in delegating authority
for appointment of the agency and
contracting activity competition
advocates, and removing the last
sentence referencing procedural
guidance in internal directives.

27. Part 907 is removed and reserved,
pursuant to Federal Acquisition Circular
2005-09 which revised FAR Subpart 7.3
to be consistent with OMB Circular A—
76 (Revised), Performance of
Commercial Activities, dated May 29,
2003.

28. Section 908.7107 on the
procurement of industrial alcohol is
amended by revising this section to
reflect current Alcohol and Tobacco Tax
and Trade Bureau, Department of
Treasury regulations.

29. Sections 909.400(a), 909.400(b),
and 909.401 are amended by adding
“National Nuclear Security
Administration (NNSA)” after “DOE”.

30. Section 909.401 is amended by
removing “10 CFR part 1036.” and
adding in its place “2 CFR part 901.” to
update the citation.

31. Part 909 is amended by adding to
section 909.405 Effect of listing, by
identifying the debarment exception
authority for NNSA in paragraph (e) and
by adding references to NNSA and the
Excluded Parties List System (EPLS) in
paragraphs (f) through (h), which
supplement FAR 9.405.

32. Section 909.406—2 is amended in
paragraph (c) by adding “DOE and
NNSA” and revising punctuation in
paragraphs (c)(1) and (d)(1).

33. Section 909.406-3(a)(1) is
amended in the first sentence, by
removing “both the Deputy Assistant
Secretary for Procurement and
Assistance Management” and adding in
its place “the appropriate Senior
Procurement Executive” to correct the
title of the official and by removing
“1010.217(b), Cooperation with the
Inspector General.” and adding in its

place “1010.103, Reporting
Wrongdoing.”

34. Consistent with FAR 9.404,
section 909.406-3(a)(2) is amended in
paragraph (2) by revising punctuation;
in subparagraph (iv) by adding “or other
identifying number for an individual” as
identifying information to be provided
in a debarment referral; in
subparagraphs (v) and (vii) adding “and
NNSA'’s”; and in subparagraph (vi)
removing “Board of Contract Appeals;
and” and adding in its place “Civilian
Board of Contract Appeals or other fact-
finding body; and”.

35. Section 909.406-3(b)(2) is
amended in the third sentence by
removing “refer the matter to the Energy
Board of Contract Appeals” and adding
in its place “appoint, and refer the
matter to, a Fact-Finding Official”.

36. Section 909.406-3(b)(3) is
amended in the first sentence by
removing “therefor”.

37. Section 909.406-3(b)(4) is
amended in the second through the
fourth sentences by removing reference
to the Energy Board of Contract Appeals
and by adding in its place a reference to
the Fact-Finding Official.

38. Section 909.406-3(d)(4) is
amended in the third through fifth
sentences by removing reference to the
Energy Board of Contract Appeals and
adding in its place a reference to the
Fact-Finding Official.

39. Section 909.406—70(b) is amended
in the third sentence, after “respondent”
by removing the rest of the sentence.

40. Section 909.407 adds a new
section heading.

41. Consistent with FAR 9.404,
section 909.407-3 is amended in
paragraph (e)(1)(vii) by removing
mention of GSA and by adding EPLS to
update the name of the listing.

42. Section 915.201 is amended by
revising the section heading.

43. Section 915.305(d) is amended to
remove “48 CFR (DEAR)” in the second
sentence.

44. Sections 915.404-2 paragraph
(a)(1) in two places; 915.404—-2—70
paragraphs (a)(1) and (a)(2); 915.404—4—
70—4 paragraph (a); and 915.404—4-70-
7 paragraph (b) are amended by
removing the dollar values and adding
the reference to 48 CFR 15.403—4(a)(1).

45. Section 915.404—4(c)(4)(i) is
amended by removing “profit and fees”
and adding “price and fee”.

46. Section 915.404—4-70-2 is
amended by renumbering the table in
paragraph (d) to conform to the DOE
Form 42.20.23, Weighted Guidelines.

47. Section 915.404—-4-72 is amended
by removing “916.404—2” and adding
“916.405—2” to update the reference to
conform to FAR 16.405-2.
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48. Section 916.203—4(d)(2) is
amended by removing “(FAR)”.

49. Section 916.307 is amended by
adding a paragraph (a) which provides
direction to the contracting officer to
modify paragraph (a) of clause 48 CFR
52.216-7 by adding the phrase “as
supplemented by subpart 931.2 of the
DEAR?” after “FAR subpart 31.2”.

50. Section 917.602 is amended to
remove “that” in the second sentence of
paragraph (c) and adding in its place
“than”.

51. Section 917.7301-1 is amended by
removing paragraphs (c) and (d). This
information is internal guidance and has
been moved to DOE’s Acquisition
Guide.

52. Section 917.7401 is amended by
adding in the first paragraph before the
first sentence, “The acquisition of real
estate requires the involvement of a
DOE Certified Realty Specialist, as
specified at 917.7402.” This amendment
adds clarity to the processes of the
DEAR and conforms to DOE Order
430.1B.

53. Section 917.7401(b) is amended
by removing paragraph (b) in its entirety
and adding in its place, “(b) Lease for
which DOE will reimburse the
contractor for the pre-approved costs
incurred under the lease.” This adds
clarity to the DEAR and conforms to
DOE Order 430.1B.

54. Section 917.7402 is amended in
the first sentence by changing the
punctuation; and in paragraph (b)
adding “acquisition option
considerations with the best” between
the words “cost,” and “acquisition
method” and removing “and property
appraisal reports; and” and adding in its
place “property appraisal reports, and
include the review and approval by the
applicable DOE Certified Realty
Specialist in accordance with DOE
Order 430.1B, or its successor version;
and”. This adds clarity to the DEAR and
conforms to the DOE Order 430.1B.

55. Section 917.7402(c)(2) and (4) is
amended in paragraph (c)(2) by adding
“approved by a DOE Certified Realty
Specialist” and in paragraph (c)(4) by
removing “and regulations applicable to
real estate management.” and adding in
its place “, regulations, and the DOE
Order 430.1B, or its successor version,
applicable to real estate acquisition.”
This adds clarity to the DEAR and
conforms to the DOE Order 430.1B.

56. Section 917.7402(d) is amended
by adding that any real property actions
require the involvement of the
applicable DOE Certified Realty
Specialist.

57. Section 917.7403 is amended in
the title by removing “Application.” and
adding in its place “Contract clause.”; by

removing “48 CFR” before the clause
number; by adding “, Acquisition of
Real Property,” after “952.217-70"; by
removing “or” and adding in its place
“including”; and by adding “of real
property” after “contractor acquisitions”.

58. Section 952.202-1 is amended to
remove the included definitions and to
direct contracting officers to supplement
clause 48 CFR 52.202—1 by inserting
paragraph (c). These changes are made
to conform to revised part 902.

59. Clause 952.204—-2 and provision
952.204—73 are amended to encourage
contractors to submit information
through the use of the online tool and
to send a copy of standard form 328 to
the contracting officer.

60. Clause 952.204-71 is amended in
paragraph (b) by adding “which may
involve making unclassified information
about nuclear technology available to
sensitive foreign nations” after
“subcontracts”. This phrase is added to
provide clarity for subcontractor flow
down pursuant to DEAR 904.404(d)(3).

61. Clause 952.217-70 is amended in
subparagraph (a)(2) by removing this
subparagraph in its entirety and adding
in its place “(2) Lease for which the
Department of Energy will reimburse
the incurred costs of the lease as a
reimbursable contract cost”. This change
is made to add clarity on
reimbursements for leases.

62. Throughout, sections are amended
by removing “FAR” and adding “48
CFR”, by removing “DEAR” and adding
“48 CFR”, and by updating other CFR
citations or changing punctuation.

III. Procedural Requirements
A. Review Under Executive Order 12866

Today’s regulatory action has been
determined not to be a “significant
regulatory action” under Executive
Order 12866, “Regulatory Planning and
Review,” (58 FR 51735, October 4,
1993). Accordingly, this rule is not
subject to review under that Executive
Order by the Office of Information and
Regulatory Affairs (OIRA) of the Office
of Management and Budget (OMB).

B. Review Under Executive Order 12988

With respect to the review of existing
regulations and the promulgation of
new regulations, section 3(a) of
Executive Order 12988, “Civil Justice
Reform,” 61 FR 4729 (February 7, 1996),
imposes on Executive agencies the
general duty to adhere to the following
requirements: (1) Eliminate drafting
errors and ambiguity; (2) write
regulations to minimize litigation; and
(3) provide a clear legal standard for
affected conduct rather than a general
standard and promote simplification

and burden reduction. With regard to
the review required by section 3(a),
section 3(b) of Executive Order 12988
specifically requires that Executive
agencies make every reasonable effort to
ensure that the regulation: (1) Clearly
specifies the preemptive effect, if any;
(2) clearly specifies any effect on
existing Federal law or regulation; (3)
provides a clear legal standard for
affected conduct while promoting
simplification and burden reduction;

(4) specifies the retroactive effect, if any;
(5) adequately defines key terms; and (6)
addresses other important issues
affecting clarity and general
draftsmanship under any guidelines
issued by the United States Attorney
General. Section 3(c) of Executive Order
12988 requires Executive agencies to
review regulations in light of applicable
standards in section 3(a) and section
3(b) to determine whether they are met
or if it is unreasonable to meet one or
more of them. DOE has completed the
required review and determined that, to
the extent permitted by law, this rule
meets the relevant standards of
Executive Order 12988.

C. Review Under the Regulatory
Flexibility Act

The Regulatory Flexibility Act (5
U.S.C. 601 et seq.) requires that an
agency prepare an initial regulatory
flexibility analysis for any regulation for
which a general notice or rulemaking is
required, unless the agency certifies that
the rule, if promulgated, will not have
a significant economic impact on a
substantial number of small entities
(5 U.S.C. 605(b)). This rule updates
references in the DEAR that apply to
public contracts and does not impose
any additional requirements on small
businesses. Today’s rule does not alter
any substantive rights or obligations
and, consequently, today’s rule will not
have a significant cost or administrative
impact on contractors, including small
entities. On the basis of the foregoing,
DOE certifies that this rule would not
have a significant economic impact on
a substantial number of small entities.
Accordingly, DOE has not prepared a
regulatory flexibility analysis for this
rulemaking. DOE’s certification and
supporting statement of factual basis
will be provided to the Chief Counsel
for Advocacy of the Small Business
Administration pursuant to 5 U.S.C.
605(b).

D. Review Under the Paperwork
Reduction Act

This final rule does not impose a
collection of information requirement
subject to the Paperwork Reduction Act,
44 U.S.C. 3501 et seq. Existing burdens
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associated with the collection of certain
contractor data under the DEAR have
been cleared under OMB control
number 1910-4100.

E. Review Under the National
Environmental Policy Act

DOE has concluded that promulgation
of this rule falls into a class of actions
which would not individually or
cumulatively have significant impact on
the human environment, as determined
by DOE’s regulations (10 CFR part 1021,
subpart D) implementing the National
Environmental Policy Act (NEPA) of
1969 (42 U.S.C. 4321 et seq.).
Specifically, this rule is categorically
excluded from NEPA review because
the amendments to the DEAR are
strictly procedural (categorical
exclusion A6). Therefore, today’s rule
does not require an environmental
impact statement or environmental
assessment pursuant to NEPA.

F. Review Under Executive Order 13132

Executive Order 13132, 64 FR 43255
(August 4, 1999), imposes certain
requirements on agencies formulating
and implementing policies or
regulations that preempt State law or
that have federalism implications.
Agencies are required to examine the
constitutional and statutory authority
supporting any action that would limit
the policymaking discretion of the
States and carefully assess the necessity
for such actions. The Executive Order
requires agencies to have an
accountability process to ensure
meaningful and timely input by State
and local officials in the development of
regulatory policies that have federalism
implications. On March 14, 2000, DOE
published a statement of policy
describing the intergovernmental
consultation process it will follow in the
development of such regulations (65 FR
13735). DOE has examined today’s rule
and has determined that it does not
preempt State law and does not have a
substantial direct effect on the States, on
the relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. No further action
is required by Executive Order 13132.

G. Review Under the Unfunded
Mandates Reform Act of 1995

The Unfunded Mandates Reform Act
of 1995 (Pub. L. 104—4) generally
requires a Federal agency to perform a
written assessment of costs and benefits
of any rule imposing a Federal mandate
with costs to State, local or Tribal
governments, or to the private sector, of
$100 million or more. This rule does not

impose any Federal mandate on State,
local or Tribal governments or on the
private sector.

H. Review Under the Treasury and
General Government Appropriations
Act, 1999

Section 654 of the Treasury and
General Government Appropriations
Act, 1999 (Pub. L. 105-277), requires
Federal agencies to issue a Family
Policymaking Assessment for any
rulemaking or policy that may affect
family well-being. This rule will have
no impact on the autonomy or integrity
of the family as an institution.
Accordingly, DOE has concluded that it
is not necessary to prepare a Family
Policymaking Assessment.

I. Review Under Executive Order 13211

Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use, 66 FR 28355 (May
22, 2001), requires Federal agencies to
prepare and submit to Office of
Information and Regulatory Affairs of
the Office of Management and Budget,
a Statement of Energy Effects for any
proposed significant energy action. A
“significant energy action” is defined as
any action by an agency that
promulgates or is expected to lead to
promulgation of a final rule, and that:
(1) Is a significant regulatory action
under Executive Order 12866, or any
successor order; (2) is likely to have a
significant adverse effect on the supply,
distribution, or use of energy; or (3) is
designated by the Administrator of
OIRA as a significant energy action. For
any significant energy action, the agency
must give a detailed statement of any
adverse effects on energy supply,
distribution, or use should the proposal
be implemented, and of reasonable
alternatives to the action and their
expected benefits on energy supply,
distribution, and use. Today’s rule is not
a significant energy action. Accordingly,
DOE has not prepared a Statement of
Energy Effects.

J. Review Under the Treasury and
General Government Appropriations
Act, 2001

The Treasury and General
Government Appropriations Act, 2001
(44 U.S.C. 3516, note) provides for
agencies to review most disseminations
of information to the public under
guidelines established by each agency
pursuant to general guidelines issued by
OMB. OMB’s guidelines were published
at 67 FR 8452 (February 22, 2002), and
DOE’s guidelines were published at 67
FR 62446 (October 7, 2002). DOE has
reviewed today’s rule under the OMB

and DOE guidelines and has concluded
that it is consistent with applicable
policies in those guidelines.

K. Review Under the Small Business
Regulatory Enforcement Fairness Act of
1996

As required by 5 U.S.C. 801, the
Department will report to Congress
promulgation of this rule prior to its
effective date. The report will state that
it has been determined that the rule is
not a “major rule” as defined by 5 U.S.C.
804(3).

L. Approval by the Office of the
Secretary of Energy

Issuance of today’s rule has been
approved by the Office of the Secretary.

List of Subjects
10 CFR Part 1023

Administrative practice and
procedure, Claims, Equal access to
justice, Government contracts,
Government procurement, Lawyers.

48 CFR Parts 901, 902, 903, 904, 906,
907, 908, 909, 911, 914, 915, 916, 917,
and 952

Government procurement.

Issued in Washington, DC, on January 13,
2011.

Patrick M. Ferraro,

Acting Director, Office of Procurement and
Assistance Management, Department of
Energy.

Joseph F. Waddell,

Director, Office of Acquisition and Supply
Management, National Nuclear Security
Administration.

For the reasons set out in the
preamble, the Department of Energy
amends Chapter X of Title 10 and
Chapter 9 of Title 48 of the Code of
Federal Regulations as set forth below.

TITLE 10—ENERGY
PART 1023—[REMOVED]

m 1. Under the authority of Section 847
of the National Defense Authorization
Act for Fiscal Year 2006, Public Law
109-163, 10 CFR chapter X is amended
by removing part 1023.

TITLE 48—FEDERAL ACQUISITION
REGULATIONS SYSTEM

m 2. Authority citations continue to read
as follows:

m a. For parts 901, 903, 904, 906, 908,
909, 914, 915, 916, and 917, the
authority citation continues to read as
follows:

Authority: 42 U.S.C. 7101 et seq. and 50
U.S.C. 2401 et seq.
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m b. For parts 911 and 952 the authority
citations continue to read as follows:

Authority: 42 U.S.C. 2201; 2282a; 2282b;
2282c; 42 U.S.C. 7101 et seq.; 50 U.S.C. 2401
et seq.

PART 901—FEDERAL ACQUISITION
REGULATIONS SYSTEM

Subpart 901.1—Purpose, Authority,
Issuance

901.101 [Amended]

m 3. Section 901.101 is amended by
adding “(Chapter 1 of Title 48 of the
Code of Federal Regulations (CFR))” at
the end of the sentence.

901.102, 901.103, 901.104, 901.104-1,
901.104-2, 901.104-3, and 901.105
[Redesignated as 901.103, 901.104, 901.105,
901.105-1, 901.105-2, 901.105-3, and
901.106]

m 4. Redesignate sections 901.102,
901.103, 901.104, 901.104-1, 901.104-2,
901.104-3, and 901.105 as sections
901.103, 901.104, 901.105, 901.105-1,
901.105-2, 901.105-3, and 901.106,
respectively.

m 5. Newly redesignated section 901.103
is revised to read as follows:

901.103 Authority.

The DEAR and amendments thereto
are issued by the Senior Procurement
Executives of the Department of Energy
(DOE) and the National Nuclear
Security Administration (NNSA). The
DOE Senior Procurement Executive
delegation is pursuant to a delegation
from the Secretary of Energy in
accordance with the authority of section
644 of the Department of Energy
Organization Act (42 U.S.C. 7254),
section 205(c) of the Federal Property
and Administrative Services Act of
1949, as amended, (40 U.S.C. 121(c)(2)),
and other applicable laws. The NNSA
Senior Procurement Executive
delegation is pursuant to a delegation
from the Administrator of the NNSA, in
accordance with section 3212 of the
National Nuclear Security
Administration Act (50 U.S.C. 2402),
section 205(c) of the Federal Property
and Administrative Services Act of
1949, as amended, (40 U.S.C. 121(c)(2)),
and other applicable laws.

901.104 [Amended]

m 6. Newly redesignated 901.104 is
amended by adding “and NNSA” after
the acronym “DOE.”

m 7. Revise newly redesignated
901.105-1 to read as follows:

901.105-1 Publication and code
arrangement.

(a) The DEAR and its subsequent
changes are published in the Federal

Register, cumulative form in the Code of m 13. Section 901.601 is revised to read

Federal Regulations (CFR), and
Government Printing Office’s Electronic
CFR at http://ecfr.gpoaccess.gov.

(b) The DEAR is issued as Chapter 9
of Title 48 of the CFR.

901.105-2 [Amended]

m 8. Amend newly redesignated
901.105-2(b) by removing “(FAR)”
before “48” and removing “1.104-2(b)”
and adding in its place “1.105-2(b)”.

901.105-3 [Amended]

m 9. Amend newly redesignated
901.105-3 by adding “or viewed on line
at http://ecfr.gpoaccess.gov or at http://
management.energy.gov/DEAR.htm” at
the end of the sentence.

m 10. Revise newly redesignated
901.106 to read as follows:

901.106 OMB approval under the
Paperwork Reduction Act.

The Office of Management and Budget
(OMB) control number for the collection
of information under 48 CFR chapter 9
is 1910-4100.

Subpart 901.3—Agency Acquisition
Regulations

m 11. Section 901.301—-70 is revised to
read as follows:

901.301.70 Other issuances related to
acquisition.

(a) In addition to the FAR and DEAR,
there are other issuances which deal
with acquisition. Among these are the
Federal Property Management
Regulation, the Federal Management
Regulation, the DOE Property
Management Regulation, and DOE
Directives. The Department also
maintains the DOE Acquisition Guide
(“the Guide”), which has procedural
guidance for the acquisition community.
The DOE Acquisition Guide serves this
purpose by identifying relevant internal
standard operating procedures to be
followed by both procurement and
program personnel who are involved in
various aspects of the acquisition
process. The Guide also is intended to
be a repository of best practices found
throughout the agency that reflect
specific illustrations of techniques
which might be helpful to all readers.
The Guide is at http://
management.energy.gov/
policy guidance/
Acquisition_Guide.htm.

Subpart 901.6—Career Development,
Contracting Authority, and
Responsibilities

m 12. The heading of subpart 901.6 is
revised to read as set forth above.

as follows:

901.601 General.

(a) Contracting authority for DOE
vests in the Secretary of Energy, and for
NNSA in the Administrator.

(1) The Secretary has delegated this
authority to the DOE Senior
Procurement Executive. The DOE Senior
Procurement Executive has redelegated
this authority to the DOE Heads of
Contracting Activities (HCA). These
delegations are formal written
delegations containing specific dollar
limitations and conditions. Each DOE
HCA, in turn, makes formal contracting
officer appointments for its contracting
activity.

(2) Contracting authority for NNSA
vests in the Under Secretary for Nuclear
Security, also known as the NNSA
Administrator. The NNSA
Administrator has delegated this
authority, with specific dollar
limitations and conditions to the NNSA
Senior Procurement Executive. The
NNSA Senior Procurement Executive
has redelegated this authority to the
NNSA Head of the Contracting
Activities (HCA). Each NNSA HCA in
turn makes formal contracting officer
appointments for its contracting
activity.

(b) The Senior Procurement

Executives have been authorized,
without power of redelegation, to
perform the functions set forth at 48
CFR 1.601(b) regarding the assignment
of contracting functions and
responsibilities to another agency, and
the creation of joint or combined offices
with another agency to exercise
acquisition functions and
responsibilities.
m 14. Section 901.602-3 is amended by
revising paragraph (b)(2), and removing
from paragraph (b)(3), the term
“Procurement Executive” and adding in
its place “DOE and NNSA Senior
Procurement Executives”.

The revision reads as follows:

901.602-3 Ratification of unauthorized
commitments.

(b)(2) The Senior Procurement
Executives are authorized to ratify

unauthorized commitments.
* * * * *

m 15. Sections 901.603, 901.603—1, and
901.603-70 are added to subpart 901.6
to read as follows:

901.603 Selection, appointment, and
termination of appointment.
901.603-1 General.

The DOE Order 361.1B, Acquisition
Career Management Program, or its
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successor order, sets forth the
requirements and responsibilities for the
DOE and NNSA Acquisition Career
Development Program.

901.603-70 Appointment of contracting
officers and contracting officer’s
representatives.

See the DOE Order 541.1B,
Appointment of Contracting Officers
and Contracting Officer Representatives,
or its successor order, for procedures on
the appointment of contracting officers
and contracting officer’s representatives.
m 16. Part 902 is revised to read as
follows:

PART 902—DEFINITIONS OF WORDS
AND TERMS

Sec.

Subpart 902.1—Definitions
902.101 Definitions.

Subpart 902.2—Definitions Clause
902.201 Contract clause.

Authority: 42 U.S.C. 7101 et seq. and 50
U.S.C. 2401 et seq.

Subpart 902.1—Definitions

902.101 Definitions.

Agency Head or Head of the Agency
means—

(1) For the Department of Energy
(DOE)—

(i) The Secretary;

(ii) The Deputy Secretary; or

(iii) Under Secretaries of the
Department of Energy.

(2) For the National Nuclear Security
Administration (NNSA) the
Administrator, also known as the Under
Secretary of Nuclear Security.

Department of Energy (DOE) means,
as used in the DEAR, the Department of
Energy and includes the National
Nuclear Security Administration
(NNSA), unless otherwise specified.

Senior Procurement Executive means
for the Department of Energy, the
Director, Office of Procurement and
Assistance Management and for the
National Nuclear Security
Administration, the Director, Office of
Acquisition and Supply Management.

Subpart 902.2—Definitions Clause

902.201 Contract clause.

Insert the clause at 952.202-1,
Definitions, in solicitation and contracts
that exceed the simplified acquisition
threshold.

PART 903—IMPROPER BUSINESS
PRACTICES AND PERSONAL
CONFLICTS OF INTEREST

903.303 [Amended]

m 17. Section 903.303 is amended by:

m a. Adding “Senior” before
“Procurement Executive” in the first
sentence of paragraph (a); and

m b. Removing “FAR” from the first
sentence, both occurrences, and adding
in its place “48 CFR”.

m 18. Section 903.405 is revised to read
as follows:

903.405 Misrepresentations or violations
of the Covenant Against Contingent Fees.

(b) Before the Chief of the Contracting
Office initiates appropriate action, the
action shall be reviewed by Legal
Counsel.

903.603 [Amended]

m 19. Section 903.603 is amended by:

m a. Removing the first occurrence of
“FAR” in paragraph (a); and

m b. Removing “FAR” at its second
occurrence in the first sentence and
adding in its place “48 CFR”.

m 20. Add a new subpart 903.7
consisting of 903.700 to read as follows:

Subpart 903.7—Voiding and
Rescinding Contracts

903.700 Scope of subpart.

The HCA is the designee for
determining whether to void or rescind
a contract. This authority is
nondelegable.

m 21. Add a new subpart 903.10
consisting of 903.1004 to read as
follows:

Subpart 903.10—Contractor Code of
Business Ethics and Conduct

903.1004 Contract clauses.

(b)(2)(ii) Insert the DOE Web site
address http://ig.energy.gov/hotline.htm
in paragraph (b)(3) of the 48 CFR
52.203-14 clause, Display of Hotline
Poster(s).

PART 904—ADMINISTRATIVE
MATTERS

904.404 [Amended]

m 22. Section 904.404 is amended by
removing “FAR” in paragraph (d)(1) in
the last sentence and adding in its place
“48 CFR”.

904.804 [Amended]

m 23. Section 904.804—1 is amended by
removing “FAR” in paragraph (a) and
adding in its place “48 CFR”.

904.7001 [Amended]

m 24. Section 904.7001 is amended by
removing “as defined in 10 CFR part
710” from the first sentence and
removing the last sentence in its
entirety.

m 25. Section 904.7002 is amended by
adding in alphabetical order new

» o«

definitions for “contract”, “contractor”,
and “special nuclear material” to read as
follows:

904.7002 Definitions.

Contract means the prime contract
and the subcontract at any tier.
* * * * *

Contractor means the contractor and

the subcontractor at any tier.
* * * *

Special nuclear material means
special nuclear material as defined in 10
CFR 710.5(a).

PART 906—COMPETITION
REQUIREMENTS

m 26. Section 906.102 is amended in
paragraph (d)(1) by removing “FAR
Subpart” and adding in its place “48
CFR subpart”, and revising paragraphs
(d)(4) and (d)(5) to read as follows:

906.102 Use of competitive procedures.

(d)* * *

(4) Program research and
development announcements shall
follow the competitive selection
procedures for the award of research
proposals in accordance with subpart
917.73 and 48 CFR part 35.

(5) Program opportunity notices for
commercial demonstrations shall follow
the competitive selection procedures for
award of these proposals in accordance
with subpart 917.72.

906.202 [Amended)]

m 27. Section 906.202 is amended by
removing “FAR” in paragraph (b)(1) and
adding in its place “48 CFR”.

906.304 [Amended]

m 28. Section 906.304 is amended by
removing “FAR” in paragraph (c)(2) and
adding in its place “48 CFR”.

m 29. Section 906.501 is revised to read
as follows:

906.501 Requirement.

The Secretary of Energy and NNSA
Administrator have delegated the
authority for appointment of the agency
and contracting activity competition
advocates to the respective DOE and
NNSA Senior Procurement Executives.
The Senior Procurement Executives
have redelegated authority to the Head
of the Contracting Activity to appoint
contracting activity competition
advocates.

PART 907—[REMOVED AND
RESERVED]

m 30. Under the authority of 42 U.S.C.
7101 et seq. and 50 U.S.C. 2401 et seq.,
Part 907 is removed and reserved.
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PART 908—REQUIRED SOURCES OF
SUPPLIES AND SERVICES

908.7106 [Amended]

m 31. Section 908.7106 is amended by
removing “FAR” in paragraph (b) and
adding in its place “48 CFR part”.

m 32. Section 908.7107 is revised to read
as follows:

908.7107 Procurement and use of
industrial alcohol.

(a) This section covers the
procurement of industrial alcohol by
DOE or authorized contractors and the
applicable policies and delegations of
authority to submit industrial alcohol
user application to procure and use tax-
free alcohol or specially denatured
spirits. To the fullest extent practicable,
industrial alcohol for use by DOE or its
contractors shall be procured on a tax-
free basis.

(b) The procurement of tax-free
alcohol or specially denatured spirits
shall be conducted in accordance with
the regulations, policy, and procedures
of the Alcohol and Tobacco Tax and
Trade Bureau (TTB), of the Department
of Treasury. The applicable TTB
regulations and forms may be accessed
at the following Web site: http://
www.tth.gov/foia/err.shtml#regulations.
For further information, contact the
Alcohol and Tobacco Tax and Trade
Bureau, Director, National Revenue
Center, 550 Main St., Suite 8002,
Cincinnati, OH 45202-5215 or toll free
at 1-877-882-3277.

(c) The applying office should
coordinate, as necessary, with the local
State Alcohol Control Board, or its
equivalent, to obtain the appropriate
State license.

(1) Tax-free alcohol. TTB regulations
relating to the procurement and use of
alcohol free of tax, by Government
agencies, are set forth in 27 CFR Part 22,
subpart N, §§22.171 to 22.176.

(2) Specially denatured spirits. TTB
regulations relating to the acquisition
and use of alcohol free of tax, by
Government agencies, are set forth in 27
CFR Part 20, subpart N, §§ 20.241 to
20.245.

(d) For the user permits to procure
and use tax-free alcohol and specially
denatured spirits submit the application
on the TTB Form 5150.22, “Application
for Industrial Alcohol User Permit,” (or
the current TTB form). When permits
are no longer required, they should be
forwarded to the Alcohol and Tobacco
Tax and Trade Bureau for cancellation.
Industrial alcohol procured by use of
the TTB form referred to in this
subsection shall be used exclusively on
DOE work.

(e) The Senior Procurement Executive
(SPE) has the authority to sign the TTB
application, Form 5150.22. The SPE
may delegate this authority to sign the
application to specifically named DOE
personnel. Requests for new
authorizations or changes to existing
authorizations shall be submitted by
letter to the SPE. A copy of the TTB
approved permit shall be sent to the
SPE.

(f) Abandoned and forfeited alcohol
which has come into the custody or
control of a Federal agency may be
obtained by following the procedure set
forth in the FMR at 41 CFR part 102—
41.

PART 909—CONTRACTOR
QUALIFICATIONS

909.400 [Amended]

m 33. Section 909.400 is amended:

m a. In paragraph (a), by adding “and
National Nuclear Security
Administration (NNSA)”; after “(DOE)”;
m b. In paragraph (a), by adding “and,
NNSA?”, after “DOE”; and

m c. In paragraph (b), by adding “and
NNSA” after “DOE”.

909.401 [Amended]

W 34. Section 909.401 is amended by:

m a. Adding “and NNSA?”; after “DOE”;
and

m b. Removing “10 CFR part 1036.” and
adding in its place “2 CFR part 901.”

m 35. Section 909.405 is revised to read
as follows:

909.405 Effect of listing.

(e) The Department of Energy may not
solicit offers from, award contracts to or
consent to subcontracts with contractors
debarred, suspended, or proposed for
debarment unless the Senior
Procurement Executive makes a written
determination justifying that there is a
compelling reason for such action in
accordance with 48 CFR 9.405(a). For
NNSA, the Head of the Contracting
Activity (HCA) makes the written
determination justifying the compelling
reason.

(f) DOE or NNSA may disapprove or
not consent to the selection (by a
contractor) of an individual to serve as
a principal investigator, as a project
manager, in a position of responsibility
for the administration of Federal funds,
or in another key personnel position, if
the individual is listed in the Excluded
Parties List System (EPLS).

(g) DOE or NNSA shall not conduct
business with an agent or representative
of a contractor if the agent’s or
representative’s name is listed in the
EPLS.

(h) DOE or NNSA shall review the
EPLS before conducting a pre-award

survey or soliciting proposals, awarding
contracts, renewing or otherwise
extending the duration of existing
contracts, or approving or consenting to
the award, extension, or renewal of
subcontracts.

909.406-2 [Amended]

m 36. Section 909.406-2 is amended by
adding “DOE and NNSA” in paragraph
(c) introductory text, first sentence, after
‘(The”.

m 37. Section 909.406-3 is amended by:
m a. Removing from the first sentence in
paragraph (a)(1), “both the Deputy
Assistant Secretary for Procurement and
Assistance Management” and adding in
its place “the appropriate Senior
Procurement Executive”; and removing,
“§1010.217(b), Cooperation with the
Inspector General.” and adding in its
place “§1010.103, Reporting
Wrongdoing.”;

m b. Removing the colon at the end of
the introductory text of paragraph (a)(2)
and adding in its place “—7;

m c. Adding “or other identifying
number for an individual” in paragraph
(a)(2)(iv) after “Number”;

m d. Adding “and NNSA’s” in paragraph
(a)(2)(v) after “DOE’s”;

m e. Removing “Board of Contract
Appeals; and” in paragraph (a) (2)(vi)
and adding in its place “Civilian Board
of Contract Appeals or other fact-finding
body; and;”;

m f. Adding “and NNSA” in paragraph
(a)(2) (vii) after “DOE”;

m g. Removing “refer the matter to the
Energy Board of Contract Appeals” in
paragraph (b)(2) third sentence and
adding in its place “appoint, and refer
the matter to, a Fact-Finding Official”;
m h. Removing “therefor” in paragraph
(b)(3) first sentence; and

m i. Revising paragraphs (b)(4) and (d)(4)
to read as follows:

909.406-3 Procedures.

(b) L

(4) Fact-finding conference. The
purpose of a fact-finding conference
under this section is to provide the
respondent an opportunity to dispute
material facts through the submission of
oral and written evidence; resolve facts
in dispute; and provide the Debarring
Official with findings of fact based, as
applicable, on adequate evidence or on
a preponderance of the evidence. The
fact-finding conference shall be
conducted in accordance with rules
consistent with 48 CFR 9.406—3(b). The
Fact-Finding Official will notify the
affected parties of the schedule for the
hearing. The Fact-Finding Official shall
deliver written findings of fact to the
Debarring Official (together with a
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transcription of the proceeding, if made)
within a certain time period after the
hearing record closes as specified by the
Fact-Finding Official. The findings shall
resolve any disputes over material facts
based upon a preponderance of the
evidence, if the case involves a proposal
to debar, or on adequate evidence, if the
case involves a suspension. Since
convictions or civil judgments generally
establish the cause for debarment by a
preponderance of the evidence, there
usually is no genuine dispute over a
material fact that would warrant a fact-
finding conference for those proposed
debarments based on convictions or
civil judgments.

(d) Debarring Official’s decision. (4)
The Debarring Official’s final decision
shall be based on the administrative
record. In those actions where
additional proceedings are necessary as
to disputed material facts, written
findings of fact shall be prepared and
included in the final decision. In those
cases where the contractor has
requested and received a fact-finding
conference, the written findings of fact
shall be those findings prepared by the
Fact-Finding Official. Findings of fact
shall be final and conclusive unless,
within 15 days of receipt of the findings,
the Department or the respondent
requests reconsideration, or unless set
aside by a court of competent
jurisdiction. The Fact-Finding Official
shall be provided a copy of the
Debarring Official’s final decision.

909.406-70 [Amended]

m 38. Section 909.406-70 is amended by
removing the words “and, if a fact-
finding conference under 909.406—
3(b)(4) is pending (as in the case of a
request for reconsideration of a
suspension, where the proposed
debarment is the subject of a fact-
finding conference), a copy of the
disposition shall be transmitted to the
Energy Board of Contract Appeals” in
paragraph (b), third sentence.

909.407-3 [Amended]

m 39. Section 909.407-3 is amended by
revising paragraph (e)(1)(vii) to read as
follows:

909.407-3 Procedures.
* * * * *
(e) * % %
(1) * % %

(vii) A statement that the respondent’s
name and address will be added to the
EPLS; and

* * * * *

909.400, 909.403, 909.406, 909.407
[Amended]

m 40. In the table below, for each section
indicated in the left column, remove the
word indicated in the middle column
from where it appears in the section,
and add the word in the right column:

Section Remove Add
909.400(C) ..ceeeeveenee. “FAR” ..... “48 CFR”
909.403 .....oevvviiiiinns “FAR” ..... “48 CFR”
909.406-2(d)(1) ....... “FAR” ..... “48 CFR”
909.406-70(a) ......... “FAR” ..... “48 CFR”
909.407-3(b)(2) ....... “FAR” ..... “48 CFR”
909.407-3(e)(1)(v) .. | “FAR” ..... “48 CFR”

PART 911—DESCRIBING AGENCY
NEEDS

911.600 [Amended]

W 41. Section 911.600 is amended by
removing “FAR” and adding in its place
“48 CFR part”.

PART 914—SEALED BIDDING
914.404, 914.407, 914.502 [Amended]

m 42. In the table below, for each section
indicated in the left column, remove the
word indicated in the middle column
from where it appears in the section,
and add the word in the right column:

Section Remove Add
914.404—-1 ............ “FAR” ....... “48 CFR”
914.407-3(e) in 3 | “FAR” ....... “48 CFR”
places.

914.407-4 in 2 “FAR” ....... “48 CFR”
places.

914.502(C) ...oevveee. “FAR” ....... “48 CFR”

PART 915—CONTRACTING BY
NEGOTIATION

m 43. Section 915.201 is amended by
revising the section heading to read as
follows:

915.201 Exchanges with industry before
receipt of proposals.
* * * * *

915.305 [Amended]

m 44. Section 915.305(d) is amended by
removing “48 CFR (DEAR)” in the
second sentence.

915.404-2 [Amended]

m 45. Section 915.404-2 is amended by
removing “$500,000” in paragraph (a)(1),
in two places, and adding in its place
“the threshold stated at 48 CFR 15.403—
4(a)(1).”

915.404-2-70 [Amended]

W 46. Section 915.404—2-70 is amended
by:

(a) Removing “$500,000” in paragraph
(a)(1), and adding in its place “The
threshold stated at 48 CFR 15.403—
4(a)(1)”; and

(b) Removing “$1,000,000” in
paragraph (a)(2), and adding in its place
“Twice the threshold at 48 CFR 15.403—
4(a)(1) for requiring cost or pricing
data”.

915.404-4 [Amended]

W 47. Section 915.404—4(c)(4)(i) is
amended in the first sentence by
removing “profit and fees” and adding in
its place “price and fee”.

W 48. Section 915.404—4-70-2

paragraph (d) is revised to read as
follows:

915.404-4-70-2 Weighted guidelines
system.
* * * * *

(d) The factors set forth in the
following table are to be used in
determining DOE profit objectives. The
factors and weight ranges for each factor
shall be used in all instances where the
weighted guidelines are applied.

Weight
Profit factors ranges
(percent)
I. Contractor Effort (Weights ap-
plied to cost):
a. Material acquisitions:
(1) Purchased parts ................ 1t0 3.
(2) Subcontracted items .......... 1to 4.
(3) Other materials .........ccccoc... 1to 3.
b. Labor skills:
(1) Technical and managerial:
(a) Scientific ........cccecuenneee. 10 to 20.
(b) Project management/ | 8 to 20.
administration.
(c) Engineering ................ 8 to 14.
(2) Manufacturing ........ccccceeeene 4 to 8.
(3) Support services ................ 4 to 14.
c. Overhead:
(1) Technical and managerial | 5 to 8.
(2) Manufacturing ........ccoceeeneee. 3 to 6.
(3) Support services ................ 3to7.
d. Other direct costs .........c.ceeue. 3to 8.
e. G&A (General Management) | 5to 7.
expenses.
Il. Contract Risk (type of contract- | O to 8.
weights applied to total cost of
items 4.a. thru 4.e.).
Ill. Capital Investment (Weights ap- | 5 to 20.
plied to the net book value of al-
locable facilities).
IV. Independent Research and De-
velopment:
a. Investment in IR&D program | 5to 7.
(Weights applied to allocable
IR&D costs).
b. Developed items employed | O to 20.
(Weights applied to total of
profit $ for items 4.a. thru 4.e.).
V. Special Program Participation | —5 to
(Weights applied to total of Profit +5.
$ for items 4.a. thru 4.e.).
VI. Other Considerations (Weights | —5 to
applied to total of Profits $ for +5.
items 4.a. thru 4.e.).
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Weight
Profit factors ranges
(percent)
VII. Productivity/Performance (spe- | (N/A).
cial computation).

915.404-4-70-4 [Amended]

W 49. Section 915.404—4-70—4 is
amended by removing “$500,000” in
paragraph (a), and adding in its place

“the threshold stated at 48 CFR 15.403—
4(a)(1)”.

915.404-4-70-7 [Amended]

m 50. Section 915.404—4-70-7 is
amended by removing “$500,000” in
paragraph (b), and adding in its place
“the threshold stated at 48 CFR 15.403—
4(a)(1)”.

915.404-4-72 [Amended]

m 51. Section 915.404—4-72 is amended
by removing “916.404—2” in paragraph
(a), and adding in its place “916.405-2".

915.207, 915.404 [Amended]

m 52. In the table below, for each section
indicated in the left column, remove the
word indicated in the middle column
from where it appears in the section,
and add the word in the right column:

Section Remove Add
915.207-70()(2) vrveeeeeeeeeeeeeeeeee e eeeeeeeeeee e eee e eeeee e e ee e en e en e “FAR” “48 CFR”
915.207-70(f)(2)(i) ... “FAR” ... “48 CFR”
915.207=70(f)(5) verveeverrerrenierieniereeiens “FAR” .... “48 CFR”
915.404—-2(a)(1) in the first sentence “FAR” .... “48 CFR”
915.404—4(C)(A)(I) wereerverreerererieniereeeens “FAR” .... “48 CFR”
915.404—-4(d) “FAR” ... “48 CFR”
915.404—4-70 “FAR” ... “48 CFR”
915.404—4—T072(2) -verreeueerreeeenrieeeare et e sre s e s e st e e e st e s s e s e e s s e s R e e r e e r e e r e Rt e e R e e R e e e nr e e e e n e e nne e e nreeerenrean “FAR” “48 CFR”
915.404—4—70-3, iN the [aSt SENIENCE ......eeiiiiieiieeeeeee et e e e e e e e et e e e e e e e eeaes “FAR” oo, “48 CFR”
915.404—4-71—-1(a) in the INtrodUCIONY TEXE ....ocuiiiiiiiie et “DOE t0” ...oevvveneeen. “DOE to”

PART 916—TYPES OF CONTRACTS

916.203 [Amended]

m 53. Section 916.203—-4(d)(2) is
amended by removing “(FAR)”.

916.307 [Amended]

W 54. Section 916.307 is amended by:

m a. Adding a new paragraph (a) to read
set forth below; and

m b. By removing “FAR” in paragraph (g)
and adding in its place “48 CFR”.

916.307 Contract clauses.

(a) When contracting with a
commercial organization, modify
paragraph (a) of the clause at 48 CFR
52.216-7 by adding the phrase “as
supplemented by subpart 931.2 of the
DEAR?” after “FAR subpart 31.2.”

* * * * *

PART 917—SPECIAL CONTRACTING
METHODS

917.602 [Amended]

m 55. Section 917.602 is amended by
removing “that” in the second sentence
of paragraph (c) and adding in its place
“than”.

917.7200 [Amended]

m 56. Section 917.7200 is amended by
removing “non nuclear” in paragraph (a)
and adding in its place “nonnuclear”.

917.7301 [Amended]

m 57. Section 917.7301-1 is amended by
removing paragraphs (c) and (d).

m 58. Section 917.7401 is amended by
adding a new sentence at the beginning
of the introductory text and by revising
paragraph (b) to read as follows:

917.7401 General.

The acquisition of real estate requires
the involvement of a DOE Certified
Realty Specialist, as specified at
917.7402. * * *

* * * * *

(b) Lease for which DOE will

reimburse the contractor for the pre-

approved costs incurred under the lease.

* * * * *

m 59. Section 917.7402 is amended by:
m a. Removing the colon from the end of
the introductory text and adding in its
place “—7;
m b. Revising paragraphs (b), (c)(2) and
(4); and
m c. Adding a new paragraph (d).

The revisions and addition read as
follows:

917.7402 Policy.
* * * * *

(b) Acquisitions shall be justified,
with documentation which describes
the need for the acquisitions, general
requirements, cost, acquisition option
considerations with the best acquisition
method to be used, site investigation
reports, site recommended for selection,
property appraisal reports, and include
the review and approval by the
applicable DOE Certified Realty
Specialist in accordance with DOE
Order 430.1B, or its successor version;
and

(C] * * %

(2) May exceed a one-year term, when
the lease is for special purpose space
funded by no-year appropriations and
approved by a DOE Certified Realty
Specialist. * * *

(4) Shall be consistent with
Government laws, regulations, and the

DOE Order 430.1B, or its successor
version, applicable to real estate
acquisition.

(d) Any real property actions require
the involvement of the applicable DOE
Certified Realty Specialist.

m 60. Section 917.7403 is revised to read
as follows:

917.7403 Contract clause.

The clause at 952.217-70, Acquisition
of Real Property, shall be included in
contracts including modifications where
contractor acquisitions of real property
are expected to be made.

PART 952—SOLICITATION
PROVISIONS AND CONTRACT
CLAUSES

m 61. Section 952.202—1 is revised to
read as follows:

952.202-1

As prescribed in 902.201, insert the
clause at 48 CFR 52.202—1, Definitions,
in all contracts. The following shall be
added to the clause as paragraph (c):

(c) When a solicitation provision or
contract clause uses a word or term that
is defined in the Department of Energy
Acquisition Regulation (DEAR) (48 CFR
chapter 9), the word or term has the
same meaning as the definition in 48
CFR 902.101 or the definition in the
part, subpart, or section of 48 CFR
chapter 9 where the provision or clause
is prescribed in effect at the time the
solicitation was issued, unless an
exception in (a) applies.

W 62. Section 952.204-2 is amended by:
m a. Revising the date of the clause; and

Definitions.
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m b. Adding in paragraph (j)(1) after the
first sentence, two new sentences to
read as follows:

952.204-2 Security.

* * * * *
SECURITY MAR 2011
1) ¥ * %

(1) * * * Contractors are encouraged
to submit this information through the
use of the online tool at https://
foci.td.anl.gov. When completed the
Contractor must print and sign one copy
of the SF 328 and submit it to the

Contracting Officer. * * *
* * * * *

m 63. Section 952.204-71 is amended by
revising the clause date and paragraph
(b) to read as follows:

952.204-71 Sensitive foreign nations
controls.

* * * * *

SENSITIVE FOREIGN NATIONS

(b) The provisions of this clause shall
be included in any subcontracts which
may involve making unclassified
information about nuclear technology

available to sensitive foreign nations.
* * * * *

m 64. Section 952.204—73 is amended
by:
m a. Revising the date of the provision;
and
m b. Adding two new sentences at the
end of paragraph (a)(1).

The revision and addition reads as
follows:

952.204-73 Facility clearance.

* * * * *

FACILITY CLEARANCE MAR 2011

(El] * *x *

(1) * * * Contractors are encouraged
to submit this information through the
use of the online tool at https://
foci.td.anl.gov. When completed the
Contractor must print and sign one copy
of the SF 328 and submit it to the

952.209-72 [Amended]

W 65. Section 952.209-72 is amended by
removing “48 CFR” in the introductory
text.

952.217-70 [Amended]

W 66. Section 952.217-70 is amended by
revising the date of the clause and
paragraph (a)(2) to read as follows:

952.217-70 Acquisition of real property.
*

* * * *

ACQUISITION OF REAL PROPERTY
MAR 2011

* * * * *

(a) * k%
(2) Lease for which the Department of
Energy will reimburse the incurred costs

as a reimbursable contract cost.
* * * * *

952.204, 952.215, 952.216 [Amended]

m 67. In the table below, for each section
indicated in the left column, remove the
word indicated in the middle column

CONTROLS MAR 2011 Contracting Officer. from where it appears in the section,
* * * * * * * * * * and add the word in the right column:
Section Remove Add

952.204—-2(e) in the first sentence ..........cc.coc.....

(
952.204-2(g) in the first sentence ...........
952.204-2(h)(2)(i) in the first sentence
952.204—-2(h)(2)(iii) in the first sentence
952.204-2(h)(2)(iv)
952.204-2(h)(2)(iv)
952.204—-2(h)(2)(vi) in the introductory text ....
952.204-2(]) in five places

952.204-2(1) in the second sentence
952.204—2() in the second sentence
952.215-70(a) in the second sentence ...
952.216-7
952.216-15 Alternate

“the information:”
“means:”
“A review must:”
“including those: (a)”

“the information—"
“means—"

“a review must—"
“including those—(A)”

..................................................................... “10 CFR Part 707.4” ..... | “10 CFR 707.4”
“10 CFR Part 707”7 ........ “10 CFR part 707”
“authorization:” “authorization—"
“Subcontractor” .... “subcontractor”

..................................................................... “Subcontractors” ............ | “subcontractors”

“DEAR 952.204-73” ......
“DEAR 970.5203-3" ......
“FAR” e
“FAR” i

“48 CFR 952.204-73"
“48 CFR 970.5203-3”
“48 CFR”
“48 CFR”

[FR Doc. 2011-1320 Filed 2-10-11; 8:45 am]|
BILLING CODE 6450-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-0054; Directorate
Identifier 2010-CE-070-AD; Amendment
39-16582; AD 2011-01-53]

RIN 2120-AA64

Airworthiness Directives; PIAGGIO
AERO INDUSTRIES S.p.A Model
PIAGGIO P-180 Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; correction.

SUMMARY: The FAA is correcting an
airworthiness directive (AD) that
published in the Federal Register. That
AD applies to the products listed above.
The Piaggio service bulletin number
specified in the Alternative Methods of
Compliance (AMOGCs) section is
incorrect. This document corrects that
error. In all other respects, the original
document remains the same.

DATES: This final rule is effective
February 11, 2011. The effective date for
AD 2011-01-53 remains January 24,
2011.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov; or in person at the
Docket Management Facility between

9 a.m. and 5 p.m., Monday through
Friday, except Federal holidays. The AD
docket contains this AD, the regulatory
evaluation, any comments received, and

other information. The address for the
Docket Office (phone: 800-647-5527) is
Document Management Facility, U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue SE., Washington,
DC 20590.

FOR FURTHER INFORMATION CONTACT:
Mike Kiesov, Aerospace Engineer, Small
Airplane Directorate, FAA, 901 Locust,
Kansas City, MO 64106; phone: (816)
329—-4144; fax: (816) 329—4090; e-mail:
mike.kiesov@faa.gov.

SUPPLEMENTARY INFORMATION:
Airworthiness Directive 2011-01-53,
amendment 39-16582 (76 FR 4056,
January 24, 2011), currently requires an
immediate functional test of the fuselage
drain holes, and requires sending a
report of the results to the FAA. The AD
also allows, with noted exceptions, for


http://www.regulations.gov
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the return/position of the airplane to a
home base, hangar, maintenance
facility, etc. for PIAGGIO AERO
INDUSTRIES S.p.A Model PIAGGIO P-
180 airplanes.

As published, the Piaggio service
bulletin number specified in the
Alternative Methods of Compliance
(AMOC:S) section is incorrect.

No other part of the preamble or
regulatory information has been
changed; therefore, only the changed
portion of the final rule is being
published in the Federal Register.

The effective date of AD 2011-01-53
remains January 24, 2011.

Correction of Regulatory Text

§39.13 [Corrected]

In the Federal Register of January 24,
2011, on page 4058, in the first column,
paragraph (k)(2) of AD 2011-01-53, the
Alternative Methods of Compliance
(AMOCs) section is corrected to read as
follows:

(2) Accomplishment of Piaggio Service
Bulletin (ALERT) No. 80-0324, dated
December 20, 2010, in its entirety provides
an acceptable level of safety to the actions of

this AD and thus is considered an approved
AMOC for AD 2011-01-53.

Issued in Kansas City, Missouri, on
February 7, 2011.
Earl Lawrence,

Manager, Small Airplane Directorate, Aircraft
Certification Service.

[FR Doc. 2011-3076 Filed 2-10-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF THE TREASURY

Office of Foreign Assets Control

31 CFR Part 562

Iranian Human Rights Abuses
Sanctions Regulations

AGENCY: Office of Foreign Assets
Control, Treasury.

ACTION: Final rule.

SUMMARY: The Department of the
Treasury’s Office of Foreign Assets
Control (“OFAC”) is issuing regulations
with respect to Iran to implement
Executive Order 13553 of September 28,
2010. OFAC intends to supplement this
part 562 with a more comprehensive set
of regulations, which may include
additional interpretive and definitional
guidance and additional general
licenses and statements of licensing
policy.

DATES: Effective Date: February 11,
2011.

FOR FURTHER INFORMATION CONTACT:
Assistant Director for Compliance,
Outreach & Implementation, tel.: 202/
622—-2490, Assistant Director for
Licensing, tel.: 202/622-2480, Assistant
Director for Policy, tel.: 202/622—4855,
Office of Foreign Assets Control, or
Chief Counsel (Foreign Assets Control),
tel.: 202/622-2410, Office of the General
Counsel, Department of the Treasury
(not toll free numbers).

SUPPLEMENTARY INFORMATION:

Electronic and Facsimile Availability

This document and additional
information concerning OFAC are
available from OFAC’s Web site
(http://www.treas.gov/ofac). Certain
general information pertaining to
OFAC'’s sanctions programs also is
available via facsimile through a 24-
hour fax-on-demand service, tel.: 202/
622-0077.

Background

On September 28, 2010, the President
issued Executive Order 13553 (75 FR
60567, October 1, 2010) (“E.O. 13553”),
invoking the authority of, inter alia, the
International Emergency Economic
Powers Act (50 U.S.C. 1701-1706) and
the Comprehensive Iran Sanctions,
Accountability, and Divestment Act of
2010 (Pub. L. 111-195), and in order to
take additional steps with respect to the
national emergency declared in
Executive Order 12957 of March 15,
1995, with respect to Iran.

The Department of the Treasury’s
Office of Foreign Assets Control is
issuing the Iranian Human Rights
Abuses Sanctions Regulations, 31 CFR
part 562 (the “Regulations”), to
implement E.O. 13553 pursuant to
authorities delegated to the Secretary of
the Treasury in E.O. 13553. A copy of
E.O. 13553 appears in appendix A to
this part.

The Regulations are being published
in abbreviated form at this time for the
purpose of providing immediate
guidance to the public. OFAC intends to
supplement this part 562 with a more
comprehensive set of regulations, which
may include additional interpretive and
definitional guidance and additional
general licenses and statements of
licensing policy. The appendix to the
Regulations will be removed when
OFAGC supplements this part with a
more comprehensive set of regulations.

Public Participation

Because the Regulations involve a
foreign affairs function, the provisions
of Executive Order 12866 and the
Administrative Procedure Act (5 U.S.C.
553) requiring notice of proposed
rulemaking, opportunity for public

participation, and delay in effective date
are inapplicable. Because no notice of
proposed rulemaking is required for this
rule, the Regulatory Flexibility Act (5
U.S.C. 601-612) does not apply.

Paperwork Reduction Act

The collections of information related
to the Regulations are contained in 31
CFR part 501 (the “Reporting,
Procedures and Penalties Regulations”).
Pursuant to the Paperwork Reduction
Act of 1995 (44 U.S.C. 3507), those
collections of information have been
approved by the Office of Management
and Budget under control number 1505—
0164. An agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
unless the collection of information
displays a valid control number.

List of Subjects in 31 CFR Part 562

Administrative practice and
procedure, Banks, Banking, Blocking of
assets, Credit, Services, Brokers, Foreign
Trade, Investments, Loans, Securities,
Iran.

For the reasons set forth in the
preamble, the Department of the
Treasury’s Office of Foreign Assets
Control adds part 562 to 31 CFR Chapter
V to read as follows:

PART 562—IRANIAN HUMAN RIGHTS
ABUSES SANCTIONS REGULATIONS

Subpart A—Relation of This Part to Other
Laws and Regulations

Sec.
562.101 Relation of this part to other laws
and regulations.

Subpart B—Prohibitions

562.201 Prohibited transactions.

562.202 Effect of transfers violating the
provisions of this part.

562.203 Holding of funds in interest-
bearing accounts; investment and
reinvestment.

Subpart C—General Definitions

562.301 Blocked account; blocked
property.

562.302 Effective date.

562.303 Entity.

562.304 Interest.

562.305 Licenses; general and specific.

562.306 Person.

562.307 Property; property interest.

562.308 Transfer.

562.309 United States.

562.310 U.S. financial institution.

562.311 United States person; U.S. person.

Subpart D—lInterpretations

562.401 [Reserved]

562.402 Effect of amendment.

562.403 Termination and acquisition of an
interest in blocked property.

562.404 Transactions ordinarily incident to
a licensed transaction authorized.

562.405 Setoffs prohibited.


http://www.treas.gov/ofac

7696

Federal Register/Vol. 76, No. 29/Friday, February 11, 2011/Rules and Regulations

562.406 Entities owned by a person whose
property and interests in property are
blocked.

Subpart E—Licenses, Authorizations, and

Statements of Licensing Policy

562.501 [Reserved]

562.502 [Reserved]

562.503 Exclusion from licenses.

562.504 Payments and transfers to blocked
accounts in U.S. financial institutions.

562.505 Entries in certain accounts for
normal service charges authorized.

562.506 Provision of certain legal services
authorized.

562.507 Authorization of emergency
medical services.

Subpart F—[Reserved]
Subpart G—[Reserved]

Subpart H—Procedures
562.801 [Reserved]

562.802 Delegation by the Secretary of the
Treasury.

Subpart I—Paperwork Reduction Act
562.901 Paperwork Reduction Act notice.

Appendix A to Part 562—Executive Order
13553 of September 28, 2010

Authority: 3 U.S.C. 301; 18 U.S.C. 2332d;
31 U.S.C. 321(b); 50 U.S.C. 1601-1651, 1701—
1706; Pub. L. 101-410, 104 Stat. 890 (28
U.S.C. 2461 note); Pub. L. 110-96, 121 Stat.
1011 (50 U.S.C. 1705 note); Pub. L. 111-195,
124 Stat. 1312 (22 U.S.C. 8501-8551); E.O.
12957, 60 FR 14615, 3 CFR, 1995 Comp., p.
332; E.O. 13553, 75 FR 60567, October 1,
2010.

Subpart A—Relation of This Part to
Other Laws and Regulations

§562.101 Relation of this part to other
laws and regulations.

This part is separate from, and
independent of, the other parts of this
chapter, with the exception of part 501
of this chapter, the recordkeeping and
reporting requirements and license
application and other procedures of
which apply to this part. Actions taken
pursuant to part 501 of this chapter with
respect to the prohibitions contained in
this part are considered actions taken
pursuant to this part. Differing foreign
policy and national security
circumstances may result in differing
interpretations of similar language
among the parts of this chapter. No
license or authorization contained in or
issued pursuant to those other parts
authorizes any transaction prohibited by
this part. No license or authorization
contained in or issued pursuant to any
other provision of law or regulation
authorizes any transaction prohibited by
this part. No license or authorization
contained in or issued pursuant to this
part relieves the involved parties from
complying with any other applicable
laws or regulations.

Note to § 562.101: This part has been
published in abbreviated form for the
purpose of providing immediate guidance to
the public. OFAC intends to supplement this
part with a more comprehensive set of
regulations, which may include additional
interpretive and definitional guidance and
additional general licenses and statements of
licensing policy.

Subpart B—Prohibitions

§562.201 Prohibited transactions.

All transactions prohibited pursuant
to Executive Order 13553 are also
prohibited pursuant to this part.

Note 1 to §562.201: The names of persons
listed in or designated pursuant to Executive
Order 13553, whose property and interests in
property are blocked pursuant to this section,
are published on the Office of Foreign Assets
Control’s Specially Designated Nationals and
Blocked Persons List (“SDN” list) (which is
accessible via the Office of Foreign Assets
Control’s Web site), published in the Federal
Register, and incorporated into Appendix A
to this chapter with the identifier “[IRAN—
HR]”. See § 562.406 concerning entities that
may not be listed on the SDN list but whose
property and interests in property are
nevertheless blocked pursuant to this section.

Note 2 to §562.201: The International
Emergency Economic Powers Act (50 U.S.C.
1701-17086) (“IEEPA”), in Section 203 (50
U.S.C. 1702), explicitly authorizes the
blocking of property and interests in property
of a person during the pendency of an
investigation. The names of persons whose
property and interests in property are
blocked pending investigation pursuant to
this part also are published on the SDN list,
published in the Federal Register, and
incorporated into Appendix A to this chapter
with the identifier “[BPI-IRAN-HR]”.

Note 3 to §562.201: Sections 501.806 and
501.807 of this chapter describe the
procedures to be followed by persons
seeking, respectively, the unblocking of
funds that they believe were blocked due to
mistaken identity, or administrative
reconsideration of their status as persons
whose property and interests in property are
blocked pursuant to this section.

§562.202 Effect of transfers violating the
provisions of this part.

(a) Any transfer after the effective date
that is in violation of any provision of
this part or of any regulation, order,
directive, ruling, instruction, or license
issued pursuant to this part, and that
involves any property or interest in
property blocked pursuant to §562.201,
is null and void and shall not be the
basis for the assertion or recognition of
any interest in or right, remedy, power,
or privilege with respect to such
property or property interests.

(b) No transfer before the effective
date shall be the basis for the assertion
or recognition of any right, remedy,

power, or privilege with respect to, or
any interest in, any property or interest
in property blocked pursuant to
§562.201, unless the person who holds
or maintains such property, prior to that
date, had written notice of the transfer
or by any written evidence had
recognized such transfer.

(c) Unless otherwise provided, an
appropriate license or other
authorization issued by the Office of
Foreign Assets Control before, during, or
after a transfer shall validate such
transfer or make it enforceable to the
same extent that it would be valid or
enforceable but for the provisions of
IEEPA, Executive Order 13553, this part,
and any regulation, order, directive,
ruling, instruction, or license issued
pursuant to this part.

(d) Transfers of property that
otherwise would be null and void or
unenforceable by virtue of the
provisions of this section shall not be
deemed to be null and void or
unenforceable as to any person with
whom such property is or was held or
maintained (and as to such person only)
in cases in which such person is able to
establish to the satisfaction of the Office
of Foreign Assets Control each of the
following:

(1) Such transfer did not represent a
willful violation of the provisions of this
part by the person with whom such
property is or was held or maintained
(and as to such person only);

(2) The person with whom such
property is or was held or maintained
did not have reasonable cause to know
or suspect, in view of all the facts and
circumstances known or available to
such person, that such transfer required
a license or authorization issued
pursuant to this part and was not so
licensed or authorized, or, if a license or
authorization did purport to cover the
transfer, that such license or
authorization had been obtained by
misrepresentation of a third party or
withholding of material facts or was
otherwise fraudulently obtained; and

(3) The person with whom such
property is or was held or maintained
filed with the Office of Foreign Assets
Control a report setting forth in full the
circumstances relating to such transfer
promptly upon discovery that:

(i) Such transfer was in violation of
the provisions of this part or any
regulation, ruling, instruction, license,
or other directive or authorization
issued pursuant to this part;

(ii) Such transfer was not licensed or
authorized by the Office of Foreign
Assets Control; or

(iii) If a license did purport to cover
the transfer, such license had been
obtained by misrepresentation of a third
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party or withholding of material facts or
was otherwise fraudulently obtained.

Note to paragraph (d) of § 562.202: The
filing of a report in accordance with the
provisions of paragraph (d)(3) of this section
shall not be deemed evidence that the terms
of paragraphs (d)(1) and (d)(2) of this section
have been satisfied.

(e) Unless licensed pursuant to this
part, any attachment, judgment, decree,
lien, execution, garnishment, or other
judicial process is null and void with
respect to any property in which, on or
since the effective date, there existed an
interest of a person whose property and
interests in property are blocked
pursuant to §562.201.

§562.203 Holding of funds in interest-
bearing accounts; investment and
reinvestment.

(a) Except as provided in paragraphs
(c) or (d) of this section, or as otherwise
directed by the Office of Foreign Assets
Control, any U.S. person holding funds,
such as currency, bank deposits, or
liquidated financial obligations, subject
to §562.201 shall hold or place such
funds in a blocked interest-bearing
account located in the United States.

(b)(1) For purposes of this section, the
term blocked interest-bearing account
means a blocked account:

(i) In a Federally-insured U.S. bank,
thrift institution, or credit union,
provided the funds are earning interest
at rates that are commercially
reasonable; or

(ii) With a broker or dealer registered
with the Securities and Exchange
Commission under the Securities
Exchange Act of 1934 (15 U.S.C. 78a et
seq.), provided the funds are invested in
a money market fund or in U.S.
Treasury bills.

(2) For purposes of this section, a rate
is commercially reasonable if it is the
rate currently offered to other depositors
on deposits or instruments of
comparable size and maturity.

(3) Funds held or placed in a blocked
account described in paragraph (b) of
this section may not be invested in
instruments the maturity of which
exceeds 180 days. If interest is credited
to a separate blocked account or
subaccount, the name of the account
party on each account must be the same.

(c) Blocked funds held in instruments
the maturity of which exceeds 180 days
at the time the funds become subject to
§562.201 may continue to be held until
maturity in the original instrument,
provided any interest, earnings, or other
proceeds derived therefrom are paid
into a blocked interest-bearing account
as described in paragraphs (b) or (d) of
this section.

(d) Blocked funds held in accounts or
instruments outside the United States at
the time the funds become subject to
§562.201 may continue to be held in the
same type of accounts or instruments,
provided the funds earn interest at rates
that are commercially reasonable.

(e) This section does not create an
affirmative obligation for the holder of
blocked tangible property, such as
chattels or real estate, or of other
blocked property, such as debt or equity
securities, to sell or liquidate such
property. However, the Office of Foreign
Assets Control may issue licenses
permitting or directing such sales or
liquidation in appropriate cases.

(f) Funds subject to this section may
not be held, invested, or reinvested in
a manner that provides immediate
financial or economic benefit or access
to any person whose property and
interests in property are blocked
pursuant to § 562.201, nor may their
holder cooperate in or facilitate the
pledging or other attempted use as
collateral of blocked funds or other
assets.

Subpart C—General Definitions

§562.301
property.

The terms blocked account and
blocked property shall mean any
account or property subject to the
prohibitions in § 562.201 held in the
name of a person whose property and
interests in property are blocked
pursuant to § 562.201, or in which such
person has an interest, and with respect
to which payments, transfers,
exportations, withdrawals, or other
dealings may not be made or effected
except pursuant to an authorization or
license from the Office of Foreign Assets
Control expressly authorizing such
action.

Note to § 562.301: See §562.406
concerning the blocked status of property
and interests in property of an entity that is
50 percent or more owned by a person whose
property and interests in property are
blocked pursuant to § 562.201.

Blocked account; blocked

§562.302 Effective date.

The term effective date refers to the
effective date of the applicable
prohibitions and directives contained in
this part as follows:

(a) With respect to a person listed in
the Annex to Executive Order 13553,
12:01 a.m. eastern daylight time,
September 29, 2010; or

(b) With respect to a person whose
property and interests in property are
otherwise blocked pursuant to
Executive Order 13553, the earlier of the
date of actual or constructive notice that

such person’s property and interests in
property are blocked.

§562.303 Entity.

The term entity means a partnership,
association, trust, joint venture,
corporation, group, subgroup, or other
organization.

§562.304 Interest.

Except as otherwise provided in this
part, the term interest, when used with
respect to property (e.g., “an interest in
property”), means an interest of any
nature whatsoever, direct or indirect.

§562.305 Licenses; general and specific.

(a) Except as otherwise specified, the
term license means any license or
authorization contained in or issued
pursuant to this part.

(b) The term general license means
any license or authorization the terms of
which are set forth in subpart E of this

art.

(c) The term specific license means
any license or authorization not set forth
in subpart E of this part but issued
pursuant to this part.

Note to §562.305: See §501.801 of this
chapter on licensing procedures.

§562.306 Person.

The term person means an individual
or entity.

§562.307 Property; property interest.
The terms property and property
interest include, but are not limited to,
money, checks, drafts, bullion, bank
deposits, savings accounts, debts,
indebtedness, obligations, notes,
guarantees, debentures, stocks, bonds,
coupons, any other financial
instruments, bankers acceptances,
mortgages, pledges, liens or other rights
in the nature of security, warehouse
receipts, bills of lading, trust receipts,
bills of sale, any other evidences of title,
ownership or indebtedness, letters of
credit and any documents relating to
any rights or obligations thereunder,
powers of attorney, goods, wares,
merchandise, chattels, stocks on hand,
ships, goods on ships, real estate
mortgages, deeds of trust, vendors’ sales
agreements, land contracts, leaseholds,
ground rents, real estate and any other
interest therein, options, negotiable
instruments, trade acceptances,
royalties, book accounts, accounts
payable, judgments, patents, trademarks
or copyrights, insurance policies, safe
deposit boxes and their contents,
annuities, pooling agreements, services
of any nature whatsoever, contracts of
any nature whatsoever, and any other
property, real, personal, or mixed,
tangible or intangible, or interest or
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interests therein, present, future, or
contingent.

§562.308 Transfer.

The term transfer means any actual or
purported act or transaction, whether or
not evidenced by writing, and whether
or not done or performed within the
United States, the purpose, intent, or
effect of which is to create, surrender,
release, convey, transfer, or alter,
directly or indirectly, any right, remedy,
power, privilege, or interest with respect
to any property. Without limitation on
the foregoing, it shall include the
making, execution, or delivery of any
assignment, power, conveyance, check,
declaration, deed, deed of trust, power
of attorney, power of appointment, bill
of sale, mortgage, receipt, agreement,
contract, certificate, gift, sale, affidavit,
or statement; the making of any
payment; the setting off of any
obligation or credit; the appointment of
any agent, trustee, or fiduciary; the
creation or transfer of any lien; the
issuance, docketing, filing, or levy of or
under any judgment, decree,
attachment, injunction, execution, or
other judicial or administrative process
or order, or the service of any
garnishment; the acquisition of any
interest of any nature whatsoever by
reason of a judgment or decree of any
foreign country; the fulfillment of any
condition; the exercise of any power of
appointment, power of attorney, or
other power; or the acquisition,
disposition, transportation, importation,
exportation, or withdrawal of any
security.

§562.309 United States.

The term United States means the
United States, its territories and
possessions, and all areas under the
jurisdiction or authority thereof.

§562.310 U.S. financial institution.

The term U.S. financial institution
means any U.S. entity (including its
foreign branches) that is engaged in the
business of accepting deposits, making,
granting, transferring, holding, or
brokering loans or credits, or purchasing
or selling foreign exchange, securities,
commodity futures or options, or
procuring purchasers and sellers
thereof, as principal or agent. It includes
but is not limited to depository
institutions, banks, savings banks, trust
companies, securities brokers and
dealers, commodity futures and options
brokers and dealers, forward contract
and foreign exchange merchants,
securities and commodities exchanges,
clearing corporations, investment
companies, employee benefit plans, and
U.S. holding companies, U.S. affiliates,

or U.S. subsidiaries of any of the
foregoing. This term includes those
branches, offices, and agencies of
foreign financial institutions that are
located in the United States, but not
such institutions’ foreign branches,
offices, or agencies.

§562.311
person.

United States person; U.S.

The term United States person or U.S.
person means any United States citizen,
permanent resident alien, entity
organized under the laws of the United
States or any jurisdiction within the
United States (including foreign
branches), or any person in the United
States.

Subpart D—Interpretations

§562.401 [Reserved]

§562.402 Effect of amendment.

Unless otherwise specifically
provided, any amendment,
modification, or revocation of any
provision in this part, any provision in
or appendix to this chapter, or any
order, regulation, ruling, instruction, or
license issued by the Office of Foreign
Assets Control does not affect any act
done or omitted, or any civil or criminal
proceeding commenced or pending,
prior to such amendment, modification,
or revocation. All penalties, forfeitures,
and liabilities under any such order,
regulation, ruling, instruction, or license
continue and may be enforced as if such
amendment, modification, or revocation
had not been made.

§562.403 Termination and acquisition of
an interest in blocked property.

(a) Whenever a transaction licensed or
authorized by or pursuant to this part
results in the transfer of property
(including any property interest) away
from a person, such property shall no
longer be deemed to be property
blocked pursuant to § 562.201, unless
there exists in the property another
interest that is blocked pursuant to
§562.201 or any other part of this
chapter, the transfer of which has not
been effected pursuant to license or
other authorization.

(b) Unless otherwise specifically
provided in a license or authorization
issued pursuant to this part, if property
(including any property interest) is
transferred or attempted to be
transferred to a person whose property
and interests in property are blocked
pursuant to § 562.201, such property
shall be deemed to be property in which
that person has an interest and therefore
blocked.

§562.404 Transactions ordinarily incident
to a licensed transaction authorized.

Any transaction ordinarily incident to
a licensed transaction and necessary to
give effect thereto is also authorized,
except:

(a) An ordinarily incident transaction,
not explicitly authorized within the
terms of the license, by or with a person
whose property and interests in
property are blocked pursuant to
§562.201; or

(b) An ordinarily incident transaction,
not explicitly authorized within the
terms of the license, involving a debit to
a blocked account or a transfer of
blocked property.

§562.405 Setoffs prohibited.

A setoff against blocked property
(including a blocked account), whether
by a U.S. bank or other U.S. person, is
a prohibited transfer under § 562.201 if
effected after the effective date.

§562.406 Entities owned by a person
whose property and interests in property
are blocked.

A person whose property and
interests in property are blocked
pursuant to § 562.201 has an interest in
all property and interests in property of
an entity in which it owns, directly or
indirectly, a 50 percent or greater
interest. The property and interests in
property of such an entity, therefore, are
blocked, and such an entity is a person
whose property and interests in
property are blocked pursuant to
§562.201, regardless of whether the
entity itself is listed in the Annex or
designated pursuant to Executive Order
13553.

Subpart E—Licenses, Authorizations,
and Statements of Licensing Policy

§562.501 [Reserved]

§562.502 [Reserved]

§562.503 Exclusion from licenses.

The Office of Foreign Assets Control
reserves the right to exclude any person,
property, transaction, or class thereof
from the operation of any license or
from the privileges conferred by any
license. The Office of Foreign Assets
Control also reserves the right to restrict
the applicability of any license to
particular persons, property,
transactions, or classes thereof. Such
actions are binding upon actual or
constructive notice of the exclusions or
restrictions.

§562.504 Payments and transfers to
blocked accounts in U.S. financial
institutions.

Any payment of funds or transfer of
credit in which a person whose property
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and interests in property are blocked
pursuant to § 562.201 has any interest
that comes within the possession or
control of a U.S. financial institution
must be blocked in an account on the
books of that financial institution. A
transfer of funds or credit by a U.S.
financial institution between blocked
accounts in its branches or offices is
authorized, provided that no transfer is
made from an account within the
United States to an account held outside
the United States, and further provided
that a transfer from a blocked account
may be made only to another blocked
account held in the same name.

Note to § 562.504: See §501.603 of this
chapter for mandatory reporting
requirements regarding financial transfers.
See also §562.203 concerning the obligation
to hold blocked funds in interest-bearing
accounts.

§562.505 Entries in certain accounts for
normal service charges authorized.

(a) A U.S. financial institution is
authorized to debit any blocked account
held at that financial institution in
payment or reimbursement for normal
service charges owed it by the owner of
that blocked account.

(b) As used in this section, the term
normal service charges shall include
charges in payment or reimbursement
for interest due; cable, telegraph,
Internet, or telephone charges; postage
costs; custody fees; small adjustment
charges to correct bookkeeping errors;
and, but not by way of limitation,
minimum balance charges, notary and
protest fees, and charges for reference
books, photocopies, credit reports,
transcripts of statements, registered
mail, insurance, stationery and supplies,
and other similar items.

§562.506 Provision of certain legal
services authorized.

(a) The provision of the following
legal services to or on behalf of persons
whose property and interests in
property are blocked pursuant to
§562.201 is authorized, provided that
all receipts of payment of professional
fees and reimbursement of incurred
expenses must be specifically licensed:

(1) Provision of legal advice and
counseling on the requirements of and
compliance with the laws of the United
States or any jurisdiction within the
United States, provided that such advice
and counseling are not provided to
facilitate transactions in violation of this
part;

(2) Representation of persons named
as defendants in or otherwise made
parties to domestic U.S. legal,
arbitration, or administrative
proceedings;

(3) Initiation and conduct of domestic
U.S. legal, arbitration, or administrative
proceedings in defense of property
interests subject to U.S. jurisdiction;

(4) Representation of persons before
any Federal or State agency with respect
to the imposition, administration, or
enforcement of U.S. sanctions against
such persons; and

(5) Provision of legal services in any
other context in which prevailing U.S.
law requires access to legal counsel at
public expense.

(b) The provision of any other legal
services to persons whose property and
interests in property are blocked
pursuant to § 562.201, not otherwise
authorized in this part, requires the
issuance of a specific license.

(c) Entry into a settlement agreement
or the enforcement of any lien,
judgment, arbitral award, decree, or
other order through execution,
garnishment, or other judicial process
purporting to transfer or otherwise alter
or affect property or interests in
property blocked pursuant to §562.201
is prohibited unless licensed pursuant
to this part.

§562.507 Authorization of emergency
medical services.

The provision of nonscheduled
emergency medical services in the
United States to persons whose property
and interests in property are blocked
pursuant to § 562.201 is authorized,
provided that all receipt of payment for
such services must be specifically
licensed.

Subpart F—[Reserved]
Subpart G—[Reserved]

Subpart H—Procedures

§562.801 [Reserved]

§562.802 Delegation by the Secretary of
the Treasury.

Any action that the Secretary of the
Treasury is authorized to take pursuant
to Executive Order 13553 of September
28, 2010 (75 FR 60567, October 1, 2010),
and any further Executive orders
relating to the national emergency
declared in Executive Order 12957, may
be taken by the Director of the Office of
Foreign Assets Control or by any other
person to whom the Secretary of the
Treasury has delegated authority so to
act.

Subpart I—Paperwork Reduction Act

§562.901
For approval by the Office of

Management and Budget (“OMB”) under

the Paperwork Reduction Act of 1995

Paperwork Reduction Act notice.

(44 U.S.C. 3507) of information
collections relating to recordkeeping
and reporting requirements, licensing
procedures (including those pursuant to
statements of licensing policy), and
other procedures, see § 501.901 of this
chapter. An agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
unless it displays a valid control
number assigned by OMB.

Appendix A to Part 562—Executive
Order 13553 of September 28, 2010

EXECUTIVE ORDER

BLOCKING PROPERTY OF CERTAIN
PERSONS WITH RESPECT TO SERIOUS
HUMAN RIGHTS ABUSES BY THE
GOVERNMENT OF IRAN AND TAKING
CERTAIN OTHER ACTIONS

By the authority vested in me as President
by the Constitution and the laws of the
United States of America, including the
International Emergency Economic Powers
Act (50 U.S.C. 1701 et seq.) (IEEPA), the
National Emergencies Act (50 U.S.C. 1601 et
seq.), the Comprehensive Iran Sanctions,
Accountability, and Divestment Act of 2010
(Pub. L. 111-195) (CISADA), and section 301
of title 3, United States Code, and in order
to take additional steps with respect to the
national emergency declared in Executive
Order 12957 of March 15, 1995,

I, BARACK OBAMA, President of the
United States of America, hereby order:

Section 1. (a) All property and interests in
property that are in the United States, that
hereafter come within the United States, or
that are or hereafter come within the
possession or control of any United States
person, including any overseas branch, of the
following persons are blocked and may not
be transferred, paid, exported, withdrawn, or
otherwise dealt in:

(i) the persons listed in the Annex to this
order; and

(ii) any person determined by the Secretary
of the Treasury, in consultation with or at the
recommendation of the Secretary of State:

(A) to be an official of the Government of
Iran or a person acting on behalf of the
Government of Iran (including members of
paramilitary organizations) who is
responsible for or complicit in, or responsible
for ordering, controlling, or otherwise
directing, the commission of serious human
rights abuses against persons in Iran or
Iranian citizens or residents, or the family
members of the foregoing, on or after June 12,
2009, regardless of whether such abuses
occurred in Iran;

(B) to have materially assisted, sponsored,
or provided financial, material, or
technological support for, or goods or
services to or in support of, the activities
described in subsection (a)(ii)(A) of this
section or any person whose property and
interests in property are blocked pursuant to
this order; or

(C) to be owned or controlled by, or to have
acted or purported to act for or on behalf of,
directly or indirectly, any person whose
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property and interests in property are
blocked pursuant to this order.

(b) I hereby determine that the making of
donations of the type of articles specified in
section 203(b)(2) of IEEPA (50 U.S.C.
1702(b)(2)) by, to, or for the benefit of any
person whose property and interests in
property are blocked pursuant to subsection
(a) of this section would seriously impair my
ability to deal with the national emergency
declared in Executive Order 12957, and I
hereby prohibit such donations as provided
by subsection (a) of this section.

(c) The prohibitions in subsection (a) of
this section include but are not limited to:

(i) the making of any contribution or
provision of funds, goods, or services by, to,
or for the benefit of any person whose
property and interests in property are
blocked pursuant to this order; and

(ii) the receipt of any contribution or
provision of funds, goods, or services from
any such person.

(d) The prohibitions in subsection (a) of
this section apply except to the extent
provided by statutes, or in regulations,
orders, directives, or licenses that may be
issued pursuant to this order, and
notwithstanding any contract entered into or
any license or permit granted prior to the
effective date of this order.

Sec. 2. (a) Any transaction by a United
States person or within the United States that
evades or avoids, has the purpose of evading
or avoiding, causes a violation of, or attempts
to violate any of the prohibitions set forth in
this order is prohibited.

(b) Any conspiracy formed to violate any
of the prohibitions set forth in this order is
prohibited.

Sec. 3. For the purposes of this order:

(a) the term “person” means an individual
or entity;

(b) the term “entity” means a partnership,
association, trust, joint venture, corporation,
group, subgroup, or other organization;

(c) the term “United States person” means
any United States citizen, permanent resident
alien, entity organized under the laws of the
United States or any jurisdiction within the
United States (including foreign branches), or
any person in the United States;

(d) the term “Government of Iran” includes
the Government of Iran, any political
subdivision, agency, or instrumentality
thereof, and any person owned or controlled
by, or acting for or on behalf of, the
Government of Iran; and

(e) the term “family member” means, with
respect to an individual, a spouse, child,
parent, sibling, grandchild, or grandparent of
the individual.

Sec. 4. For those persons whose property
and interests in property are blocked
pursuant to this order who might have a
constitutional presence in the United States,
I find that because of the ability to transfer
funds or other assets instantaneously, prior
notice to such persons of measures to be
taken pursuant to this order would render
those measures ineffectual. I therefore
determine that for these measures to be
effective in addressing the national
emergency declared in Executive Order
12957, there need be no prior notice of a
listing or determination made pursuant to
section 1(a) of this order.

Sec. 5. The Secretary of the Treasury, in
consultation with the Secretary of State, is
hereby authorized to take such actions,
including the promulgation of rules and
regulations, and to employ all powers
granted to the President by IEEPA and
sections 105(a)—(c) of CISADA (22 U.S.C.
8514(a)—(c)), other than as described in
sections 6 and 7 of this order, as may be
necessary to carry out the purposes of this
order other than the purposes of sections 6
and 7. The Secretary of the Treasury may
redelegate any of these functions to other
officers and agencies of the United States
Government consistent with applicable law.
The Secretary of the Treasury, in
consultation with the Secretary of State, is
hereby further authorized to exercise the
functions and waiver authorities conferred
upon the President by section 401(b) of
CISADA (22 U.S.C. 8551(b)) with respect to
the requirement to impose or maintain
sanctions pursuant to IEEPA under section
105(a) of CISADA (22 U.S.C. 8514(a)) and to
redelegate these functions and waiver
authorities consistent with applicable law.
All agencies of the United States Government
are hereby directed to take all appropriate
measures within their authority to carry out
the provisions of this order.

Sec. 6. The Secretary of State is hereby
authorized to exercise the functions and
authorities conferred upon the President by
section 105(a) of CISADA
(22 U.S.C. 8514(a)) with respect to imposition
of the visa sanctions described in section
105(c) of CISADA (22 U.S.C. 8514(c)) and to
redelegate these functions and authorities
consistent with applicable law. The Secretary
of State is hereby further authorized to
exercise the functions and authorities
conferred upon the President by section
105(c) of CISADA (22 U.S.C. 8514(c)) with
respect to the promulgation of rules and
regulations related to the visa sanctions
described therein and to redelegate these
functions and authorities consistent with
applicable law. The Secretary of State is
hereby further authorized to exercise the
functions and waiver authorities conferred
upon the President by section 401(b) of
CISADA (22 U.S.C. 8551(b)) with respect to
the requirement to impose or maintain visa
sanctions under section 105(a) of CISADA
(22 U.S.C. 8514(a)) and to redelegate these
functions and waiver authorities consistent
with applicable law. In exercising the
functions and authorities in the previous
sentence, the Secretary of State shall consult
the Secretary of Homeland Security on
matters related to admissibility or
inadmissibility within the authority of the
Secretary of Homeland Security.

Sec. 7. The Secretary of State, in
consultation with the Secretary of the
Treasury, is hereby authorized to submit the
initial and updated lists of persons who are
subject to visa sanctions and whose property
and interests in property are blocked
pursuant to this order to the appropriate
congressional committees as required by
section 105(b) of CISADA (22 U.S.C. 8514(b))
and to redelegate these functions consistent
with applicable law. The Secretary of State,
in consultation with the Secretary of the
Treasury, is hereby further authorized to

exercise the functions and waiver authorities
conferred upon the President by section
401(b) of CISADA (22 U.S.C. 8551(b)) with
respect to the requirement to include a
person on the list required by section 105(b)
of CISADA (22 U.S.C. 8514(b)) and to
redelegate these functions and waiver
authorities consistent with applicable law.

Sec. 8. The Secretary of the Treasury, in
consultation with the Secretary of State, is
hereby authorized to take such actions,
including the promulgation of rules and
regulations, and to employ all powers
granted to the President by IEEPA, as may be
necessary to carry out section 104 of CISADA
(22 U.S.C. 8513). The Secretary of the
Treasury may redelegate any of these
functions to other officers and agencies of the
United States Government consistent with
applicable law.

Sec. 9. The Secretary of the Treasury, in
consultation with the Secretary of State, is
hereby authorized to determine that
circumstances no longer warrant the blocking
of the property and interests in property of
a person listed in the Annex to this order,
and to take necessary action to give effect to
that determination.

Sec. 10. This order is not intended to, and
does not, create any right or benefit,
substantive or procedural, enforceable at law
or in equity by any party against the United
States, its departments, agencies, or entities,
its officers, employees, or agents, or any other
person.

Sec. 11. The measures taken pursuant to
this order are in response to actions of the
Government of Iran occurring after the
conclusion of the 1981 Algiers Accords, and
are intended solely as response to those later
actions.

Sec. 12. This order is effective at 12:01 a.m.
eastern daylight time on September 29, 2010.

ANNEX

Individuals

1. Mohammad Ali JAFARI [Commander of
the Islamic Revolutionary Guard Corps,
born September 1, 1957]

2. Sadeq MAHSOULI [Minister of Welfare
and Social Security, former Minister of
the Interior and Deputy Commander-in-
Chief of the Armed Forces for Law
Enforcement, born 1959]

3. Qolam-Hossein MOHSENI-EJEI
[Prosecutor-General of Iran, former
Minister of Intelligence, born circa 1956

. Saeed MORTAZAVI [Head of Iranian Anti-
Smuggling Task Force, former
Prosecutor-General of Tehran, born 1967]

5. Heydar MOSLEHI [Minister of Intelligence,
born 1956]

6. Mostafa Mohammad NAJJAR [Minister of
the Interior and Deputy Commander-in-
Chief of the Armed Forces for Law
Enforcement, born 1956]

7. Ahmad-Reza RADAN [Deputy Chief of the
National Police, born 1963 or 1964]

8. Hossein TAEB [Deputy Islamic
Revolutionary Guard Corps Commander
for Intelligence, former Commander of
the Basij Forces, born 1963]

IS
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Dated: February 1, 2011.

Adam J. Szubin,

Director, Office of Foreign Assets Control.
Approved: February 4, 2011.

Stuart A. Levey,

Under Secretary, Office of Terrorism and
Financial Intelligence, Department of the
Treasury.

[FR Doc. 2011-3040 Filed 2—10-11; 8:45 am]
BILLING CODE 4810-AL-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 100

[Docket No. USCG—2010-1151]

RIN 1625-AA08

Special Local Regulations; Krewe of

Charleston Mardi Gras Boat Parade,
Charleston Harbor, Charleston, SC

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a special local regulation
for the Krewe of Charleston Mardi Gras
Boat Parade on the Ashley River and in
Charleston Harbor in Charleston, South
Carolina. This special local regulation is
necessary to provide for the safety of life
on navigable waters during the marine
parade. The special local regulation will
temporarily restrict vessel traffic in a
portion of the Ashley River and
Charleston Harbor, preventing non-
participant vessels from entering the
regulated area.

DATES: This rule is effective from 10
a.m. until 2 p.m. on February 12, 2011.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG-2010-
1151 and are available online by going
to http://www.regulations.gov, inserting
USCG-2010-1151 in the “Keyword”
box, and then clicking “Search.” They
are also available for inspection or
copying at the Docket Management
Facility (M-30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590,
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
e-mail Lieutenant Julie Blanchfield,
Sector Charleston Waterways
Management Division, Coast Guard;
telephone 843-740-3184, e-mail
Julie.E.Blanchfield@uscg.mil. If you
have questions on viewing the docket,

call Renee V. Wright, Program Manager,
Docket Operations, telephone 202—-366—
9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because the
Coast Guard did not receive notice of
the Krewe of Charleston Mardi Gras
Boat Parade with sufficient time to
publish an NPRM in advance of the
effective date of this rule. Any delay in
the effective date of this rule would be
contrary to the public interest because
immediate action is needed to minimize
potential danger to marine parade
participants as well as the general
public.

For the same reason discussed above,
under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. The Coast Guard will issue a
broadcast notice to mariners to advise
mariners of the restriction.

Background and Purpose

On February 12, 2011, the Krewe of
Charleston Mardi Gras Boat Parade is
scheduled to take place. The marine
parade will consist of 20 to 30 vessels.
The parade will commence at the
Charleston City Marina, transit the
Ashley River, head north between
Shutes Folly Island and the Charleston
peninsula, and then turn around in
Customhouse Reach. The marine parade
will then return to the Charleston City
Marina by the same route. The marine
parade poses a danger to mariners
located in or transiting the area. These
special local regulations are necessary to
protect marine parade participant
vessels, spectator vessels, and other
vessels from the hazards associated with
the marine parade.

Discussion of Rule

The special local regulations consist
of a series of buffer zones around vessels
participating in the Krewe of Charleston
Mardi Gras Boat Parade. These buffer
zones are as follows: (1) All waters

within 500 yards in front of the lead
parade vessel; (2) all waters within 100
yards behind the last parade vessel; and
(3) all waters within 50 yards on either
side of all marine parade participant
vessels. Information regarding the
identity of the lead parade vessel and
the last parade vessel will be provided
prior to the marine parade via broadcast
notice to mariners and marine safety
information bulletins. Persons and
vessels are prohibited from entering,
transiting through, anchoring, or
remaining within the buffer zones
unless specifically authorized by the
Captain of the Port Charleston or a
designated representative. These special
local regulations will be effective from
10 a.m. until 2 p.m. on February 12,
2011.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

We expect the economic impact of
this rule to be so minimal that a full
regulatory evaluation is unnecessary.
This rule may have some impact on the
public, but these potential impacts will
be minimal for the following reasons:
(1) The rule will be in effect for four
hours; (2) although persons and vessel
will not be able to enter, transit through,
anchor in, or remain within the buffer
zones without authorization from the
Captain of the Port Charleston or a
designated representative, they may
operate in the surrounding area during
the effective period; (3) persons and
vessels may still enter, transit through,
anchor in, or remain within the buffer
zones if authorized by the Captain of the
Port Charleston or a designated
representative; and (4) advance
notification will be made to the local
maritime community via broadcast
notice to mariners.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
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The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.
This rule may affect the following
entities, some of which may be small
entities: The owners or operators of
vessels intending to enter, transit
through, anchor in, or remain within
that portion of the Ashley River and
Charleston Harbor encompassed within
the buffer zones from 10 a.m. until 2
p-m. on February 12, 2011. For the
reasons discussed in the Regulatory
Planning and Review section above, this
rule will not have a significant
economic impact on a substantial
number of small entities.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offer to assist small entities in
understanding the rule so that they can
better evaluate its effects on them and
participate in the rulemaking process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call
1-888—-REG-FAIR (1-888-734—3247).
The Coast Guard will not retaliate
against small entities that question or
complain about this rule or any policy
or action of the Coast Guard.

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have

determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or Tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this rule will not result in such
an expenditure, we do discuss the
effects of this rule elsewhere in this
preamble.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have Tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
Tribes, on the relationship between the
Federal Government and Indian Tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian Tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office

of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—-01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded, under figure 2—1, paragraph
(34)(h), of the Instruction. This rule
involves a special local regulations
issued in conjunction with a marine
parade. Under figure 2—1, paragraph
(34)(h), of the Instruction, an
environmental analysis checklist and a
categorical exclusion determination are
not required for this rule.

List of Subjects in 33 CFR Part 100

Marine safety, Navigation (water),
Reporting and recordkeeping
requirements, Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 100 as follows:

PART 100—SAFETY OF LIFE ON
NAVIGABLE WATERS

m 1. The authority citation for part 100
continues to read as follows:

Authority: 33 U.S.C. 1233.
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m 2. Add atemporary § 100.T07-1151 to
read as follows:

§100.T07-1151 Special Local Regulations;
Krewe of Charleston Mardi Gras Boat
Parade, Charleston Harbor, Charleston, SC.

(a) Regulated Area. The following
buffer zones are regulated areas during
the Krewe of Charleston Mardi Gras
Boat Parade: All waters within 500
yards in front of the lead parade vessel;
all waters within 100 yards behind the
last parade vessel; and all waters within
50 yards on either side of all marine
parade participant vessels. The identity
of the lead parade vessel and the last
parade vessel will be provided prior to
the marine parade via broadcast notice
to mariners and marine safety
information bulletins. The parade will
commence at the Charleston City
Marina, transit the Ashley River, head
north between Shutes Folly Island and
the Charleston peninsula, and then turn
around in Customhouse Reach. The
parade will then return to the
Charleston City Marina by the same
route.

(b) Definition. The term “designated
representative” means Coast Guard
Patrol Commanders, including Coast
Guard coxswains, petty officers, and
other officers operating Coast Guard
vessels, and Federal, State, and local
officers designated by or assisting the
Captain of the Port Charleston in the
enforcement of the regulated areas.

(c) Regulations.

(1) All persons and vessels are
prohibited from entering, transiting
through, anchoring in, or remaining
within the regulated areas unless
authorized by the Captain of the Port
Charleston or a designated
representative.

(2) Persons and vessels desiring to
enter, transit through, anchor in, or
remain within the regulated areas may
contact the Captain of the Port
Charleston by telephone at 843-740-
7050, or a designated representative via
VHEF radio on channel 16 to seek
authorization. If authorization to enter,
transit through, anchor in, or remain
within the regulated areas is granted by
the Captain of the Port Charleston or a
designated representative, all persons
and vessels receiving such permission
must comply with the instructions of
the Captain of the Port Charleston or a
designated representative.

(3) The Coast Guard will provide
notice of the marine parade and
regulated areas through advanced notice
via broadcast notice to mariners and by
on-scene designated representatives.

(d) Effective Date. This rule is
effective from 10 a.m. until 2 p.m. on
February 12, 2011.

Dated: January 29, 2011.
William D. Baumgartner,

Rear Admiral, U.S. Coast Guard, Commander,
Seventh Coast Guard District.

[FR Doc. 2011-2948 Filed 2-10-11; 8:45 am]
BILLING CODE 9110-04-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2010-0838; FRL-8863-9]

1,4-Benzenedicarboxylic Acid,
Dimethyl Ester, Polymer With 1,4-
Butanediol, Adipic Acid, and
Hexamethylene Diisocyanate;
Exemption From the Requirement of a
Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of 1,4-benzenedi
carboxylic acid, dimethyl ester, polymer
with 1,4-butanediol, adipic acid, and
hexamethylene diisocyanate (CAS Reg.
No. 55231-08-8), minimum number
average molecular weight (in amu)
30,000, when used as an inert ingredient
(component of controlled release agent)
in honeybee hive miticide formulations
under regulations for inert ingredients
used pre-harvest (growing crops only).
NOP Apiary Products USA, Inc.,
submitted a petition to EPA under the
Federal Food, Drug, and Cosmetic Act
(FFDCA), requesting establishment of an
exemption from the requirement of a
tolerance. This regulation eliminates the
need to establish a maximum
permissible level for residues of 1,4-
benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate.

DATES: This regulation is effective
February 11, 2011. Objections and
requests for hearings must be received
on or before April 12, 2011, and must
be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit 1.C. of the
SUPPLEMENTARY INFORMATION).
ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2010-0838. All documents in the
docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose

disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305-
5805.

FOR FURTHER INFORMATION CONTACT:
Kerry Leifer, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308-8811; e-mail address: leifer.

kerry@epa.gov.
SUPPLEMENTARY INFORMATION:
1. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

¢ Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of 40 CFR part 180
through the Government Printing
Office’s e-CFR site at http://
www.gpoaccess.gov/ecfr.
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C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2010-0838 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before April 12, 2011. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit a copy of
your non-CBI objection or hearing
request, identified by docket ID number
EPA-HQ-OPP-2010-0838, by one of
the following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket
Facility’s normal hours of operation
(8:30 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays).
Special arrangements should be made
for deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Petition for Exemption

In the Federal Register of October 22,
2010 (75 FR 65321) (FRL-8851-1), EPA
issued a notice pursuant to section 408
of FFDCA, 21 U.S.C. 346a, announcing
the filing of a pesticide petition (PP
0E7780) by NOD Apiary Products USA
Inc., 8345 NW. 66th Street #8418,
Miami, FL 33166. The petition
requested that 40 CFR 180.920 be
amended by establishing an exemption
from the requirement of a tolerance for

residues of 1,4-benzenedicarboxylic
acid, dimethyl ester, polymer with
1,4-butanediol, adipic acid, and
hexamethylene diisocyanate (CAS Reg.
No. 55231-08-8) when used as an inert
ingredient (component of controlled
release agent) in miticide formulations
applied to honeybee hives. That notice
referenced a summary of the petition
prepared by NOD Apiary Products USA
Inc., the petitioner, which is available in
the docket, http://www.regulations.gov.
There were no comments received in
response to the notice of filing.

III. Inert Ingredient Definition

Inert ingredients are all ingredients
that are not active ingredients as defined
in 40 CFR 153.125 and include, but are
not limited to, the following types of
ingredients (except when they have a
pesticidal efficacy of their own):
Solvents such as alcohols and
hydrocarbons; surfactants such as
polyoxyethylene polymers and fatty
acids; carriers such as clay and
diatomaceous earth; thickeners such as
carrageenan and modified cellulose;
wetting, spreading, and dispersing
agents; propellants in aerosol
dispensers; microencapsulating agents;
and emulsifiers. The term “inert” is not
intended to imply nontoxicity; the
ingredient may or may not be
chemically active. Generally, EPA has
exempted inert ingredients from the
requirement of a tolerance based on the
low toxicity of the individual inert
ingredients.

IV. Aggregate Risk Assessment and
Determination of Safety

Section 408(c)(2)(A)(i) of FFDCA
allows EPA to establish an exemption
from the requirement for a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. * * *”

EPA establishes exemptions from the
requirement of a tolerance only in those
cases where it can be clearly
demonstrated that the risks from
aggregate exposure to pesticide
chemical residues under reasonably
foreseeable circumstances will pose no
appreciable risks to human health. In
order to determine the risks from
aggregate exposure to pesticide inert
ingredients, the Agency considers the
toxicity of the inert in conjunction with
possible exposure to residues of the
inert ingredient through food, drinking
water, and through other exposures that
occur as a result of pesticide use in
residential settings. If EPA is able to
determine that a finite tolerance is not
necessary to ensure that there is a
reasonable certainty that no harm will
result from aggregate exposure to the
inert ingredient, an exemption from the
requirement of a tolerance may be
established.

Consistent with section 408(c)(2)(A)
of FFDCA, and the factors specified in
FFDCA section 408(c)(2)(B), EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for 1,4-
benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate including exposure
resulting from the exemption
established by this action. EPA’s
assessment of exposures and risks
associated with 1,4-benzenedicarboxylic
acid, dimethyl ester, polymer with
1,4-butanediol, adipic acid, and
hexamethylene diisocyanate follows.

A. Toxicological Profile

1,4-Benzenedicarboxylic acid,
dimethyl ester, polymer with
1,4-butanediol, adipic acid, and
hexamethylene diisocyanate is a
polyester-type polymer. The Agency has
established a set of criteria to identify
categories of polymers expected to
present minimal or no risk to human
health or the environment. The
definition of a polymer is given in 40
CFR 723.250(b) and the exclusion
criteria for identifying these low-risk
polymers are described in 40 CFR
723.250(d). 1,4-Benzenedicarboxylic
acid, dimethyl ester, polymer with
1,4-butanediol, adipic acid, and
hexamethylene diisocyanate conforms
to the definition of a polymer given in
40 CFR 723.250(b) and meets all of the
following criteria, with the exception of
the “polymers which degrade,
decompose or depolymerize” criterion
(specified in 40 CFR 723.250(e) below),
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that are used to identify low-risk
polymers.

1. The polymer is not a cationic
polymer nor is it reasonably anticipated
to become a cationic polymer in a
natural aquatic environment.

2. The polymer does contain as an
integral part of its composition the
atomic elements carbon, hydrogen, and
oxygen.

3. The polymer does not contain as an
integral part of its composition, except
as impurities, any element other than
those listed in 40 CFR 723.250(d)(2)(ii).

4. The polymer is neither designed
nor can it be reasonably anticipated to
substantially degrade, decompose, or
depolymerize.

5. The polymer is manufactured or
imported from monomers and/or
reactants that are already included on
the TSCA Chemical Substance
Inventory or manufactured under an
applicable TSCA section 5 exemption.

6. The polymer is not a water
absorbing polymer with a number
average molecular weight (MW) greater
than or equal to 10,000 daltons.

Additionally, in order to meet the low
risk polymer criteria, the polymer also
meets as required the exemption criteria
specified in 40 CFR 723.250(e)(3)
regarding polyester polymers made
solely from specified reactants. 1,4-
Benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate does undergo
biodegradation in the environment and
thus does not meet criterion number 4.
listed in this unit; however, the Agency
believes that this biodegradation in the
environment is not a safety concern for
humans because information provided
by the petitioner as well as information
contained in the environmental
assessment that was part of the Food
and Drug Administration Food Contact
Notification (FDA FCN) indicates that
the polymer would ultimately
biodegrade into carbon dioxide and
water and not be a concern to humans
or the environment. This determination
is further supported by biodegradation
and ecotoxicity testing of a
representative material in which the
substance was determined to be readily
biodegradable and nontoxic to
earthworms. Due to its large size
(minimum number average molecular
weight 30,000 amu) and the general
conformance to the criteria for
identifying low risk polymers under 40
CFR 723.250, 1,4-benzenedicarboxylic
acid, dimethyl ester, polymer with
1,4-butanediol, adipic acid, and
hexamethylene diisocyanate would not
be expected to be absorbed through the
intact gastrointestinal tract nor be

anticipated to penetrate intact human
skin. Inhalation exposure is not
expected due to the nonvolatility of
(component of controlled release agent)
in honeybee hive miticide formulations.
Because of its inability to enter systemic
circulation when used as an inert
ingredient in pesticide formulations
1,4-benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate is essentially nontoxic.
1,4-Benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate has also been accepted by
the FDA as being safe for use as a food
contact substance to be used with all
food types as a single-use film or coating
under section 409(h)(2) of the FFDCA
(Effective Food Contact Notification
(FCN) No. 916). Based on the
assessment in this unit, the Agency has
concluded that a standard battery of
toxicological studies are not necessary.

B. Toxicological Points of Departure/
Levels of Concern

Due to the low potential hazard and
lack of an identified hazard endpoint for
1,4-benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate, the Agency has
determined that a quantitative risk
assessment using safety factors applied
to a point of departure protective of an
identified hazard endpoint is not
appropriate.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses and drinking water. In
evaluating dietary exposure to 1,4-
benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate, EPA considered exposure
under the proposed exemption from the
requirement of a tolerance. The primary
route of dietary exposure to 1,4-
benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate from its use as an inert
ingredient in pesticide products would
be through consumption of honey. Use
of 1,4-benzenedicarboxylic acid,
dimethyl ester, polymer with 1,4-
butanediol, adipic acid, and
hexamethylene diisocyanate in miticide
products applied to treat honeybee
hives may possibly also result in
exposure through drinking water (from
runoff). Dietary exposure to 1,4-
benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate may also result from its use

as a food contact substance. Because no
hazards associated with dietary
exposure were identified for 1,4-
benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate, a quantitative dietary
exposure assessment for 1,4-
benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate was not conducted.

2. From non-dietary exposure. The
term “residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., textiles (clothing and diapers),
carpets, swimming pools, and hard
surface disinfection on walls, floors,
tables). Since there are no residential
uses of pesticide products containing
1,4-benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate as an inert ingredient,
residential exposures are not expected
and a residential exposure assessment
was not conducted.

3. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

EPA has not found 1,4-
benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate to share a common
mechanism of toxicity with any other
substances, and 1,4-
benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate does not appear to produce
a toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has
assumed that 1,4-benzenedicarboxylic
acid, dimethyl ester, polymer with
1,4-butanediol, adipic acid, and
hexamethylene diisocyanate does not
have a common mechanism of toxicity
with other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s Web site at http://
www.epa.gov/pesticides/cumulative.
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D. Safety Factor for Infants and
Children

Due to the large molecular weight of
1,4-benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate it is unlikely that it will
enter systemic circulation from either
the gastrointestinal tract or intact
human skin. As a result, it is unlikely
to elicit a toxic response in infants and
children when used as an inert
ingredient in pesticide products;
therefore EPA did not use a safety factor
analysis for assessing risk. For similar
reasons, the additional safety factor for
the protection of infants and children is
not necessary.

E. Aggregate Risks and Determination of
Safety

As indicated in this unit, 1,4-
benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate would be incapable of
entering systemic circulation and
therefore, unable to elicit a toxic
response in humans. Taking into
consideration all available information
on 1,4-benzenedicarboxylic acid,
dimethyl ester, polymer with 1,4-
butanediol, adipic acid, and
hexamethylene diisocyanate, EPA has
determined that there is a reasonable
certainty that no harm to any population
subgroup, including infants and
children, will result from aggregate
exposure to 1,4-benzenedicarboxylic
acid, dimethyl ester, polymer with 1,4-
butanediol, adipic acid, and
hexamethylene diisocyanate under
reasonable foreseeable circumstances.
Therefore, the establishment of an
exemption from tolerance under 40 CFR
180.920 for residues of 1,4-
benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate, minimum number average
molecular weight (in amu) 30,000 when
used as an inert ingredient (component
of controlled release agent) in honeybee
hive miticide formulations is safe under
FFDCA section 408.

V. Other Considerations

A. Analytical Enforcement Methodology

An analytical method is not required
for enforcement purposes since the
Agency is establishing an exemption
from the requirement of a tolerance
without any numerical limitation.

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever

possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint U.N.
Food and Agriculture Organization/
World Health Organization food
standards program, and it is recognized
as an international food safety
standards-setting organization in trade
agreements to which the United States
is a party. EPA may establish a tolerance
that is different from a Codex MRL;
however, FFDCA section 408(b)(4)
requires that EPA explain the reasons
for departing from the Codex level.

The Codex has not established a MRL
for 1,4-benzenedicarboxylic acid,
dimethyl ester, polymer with 1,4-
butanediol, adipic acid, and
hexamethylene diisocyanate.

VI. Conclusions

Therefore, an exemption from the
requirement of a tolerance is established
under 40 CFR 180.920 for 1,4-
benzenedicarboxylic acid, dimethyl
ester, polymer with 1,4-butanediol,
adipic acid, and hexamethylene
diisocyanate (CAS Reg. No. 55231-08—
8), minimum number average molecular
weight (in amu) 30,000, when used as
an inert ingredient (component of
controlled release agent) in honeybee
hive miticide formulations.

VII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
entitled Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income

Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or Tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or Tribal governments,
on the relationship between the national
government and the States or Tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
Tribes. Thus, the Agency has
determined that Executive Order 13132,
entitled Federalism (64 FR 43255,
August 10, 1999) and Executive Order
13175, entitled Consultation and
Coordination with Indian Tribal
Governments (65 FR 67249, November
9, 2000) do not apply to this final rule.
In addition, this final rule does not
impose any enforceable duty or contain
any unfunded mandate as described
under Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—-113, section
12(d) (15 U.S.C. 272 note).

VIII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).
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List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: February 4, 2011.
Lois Rossi,

Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2.In § 180.920, the table is amended
by adding alphabetically the following
inert ingredients to read as follows:

§180.920 Inert ingredients used pre-
harvest; exemptions from the requirement
of a tolerance.

m 1. The authority citation for part 180 i * * *
continues to read as follows:
Inert ingredients Limits Uses

1,4-Benzenedicarboxylic acid, dimethyl ester, polymer with For use in honeybee hive miticide for-
hexamethylene

1,4-butanediol, adipic acid, and

mulations.

diisocyanate, minimum number average molecular weight

(in amu) 30,000 (CAS Reg. No. 55231-08-8).

* *

Component of controlled release agent.

[FR Doc. 2011-3111 Filed 2-10-11; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2010-0982; FRL—8859-6]
Fludioxonil; Pesticide Tolerances for
Emergency Exemptions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
time-limited tolerance for residues of
fludioxonil in or on pineapple. This
action is in response to EPA’s granting
of an emergency exemption under
section 18 of the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA)
authorizing use of the pesticide on
pineapple. This regulation establishes a
maximum permissible level for residues
of fludioxonil in or on this commodity.
The time-limited tolerance expires on
December 31, 2013.

DATES: This regulation is effective
February 11, 2011. Objections and
requests for hearings must be received
on or before April 12, 2011, and must
be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit 1.C. of the
SUPPLEMENTARY INFORMATION section).
ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2010-0982. All documents in the
docket are listed in the docket index
available in http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,

e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Andrea Conrath, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308-9356; e-mail address:
conrath.andrea@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

e Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of 40 CFR part 180
through the Government Printing
Office’s e-CFR site at http://
www.gpoaccess.gov/ecfr.

C. How can I file an objection or hearing
request?

Under section 408(g) of the Federal
Food, Drug, and Cosmetic Act (FFDCA),
21 U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ—
OPP-2010-0982 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before April 12, 2011. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).
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In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit a copy of
your non-CBI objection or hearing
request, identified by docket ID number
EPA-HQ-OPP-2010-0982, by one of
the following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket
Facility’s normal hours of operation
(8:30 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays).
Special arrangements should be made
for deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Background and Statutory Findings

EPA, on its own initiative, in
accordance with sections 408(e) and
408(1)(6) of FFDCA, 21 U.S.C. 346a(e)
and 346a(1)(6), is establishing a time-
limited tolerance for residues of
fludioxonil, (4-(2,2-difluoro-1,3-
benzodioxol-4-yl)-1H-pyrrole-3-
carbonitrile), in or on pineapple at 13
parts per million (ppm). This time-
limited tolerance expires on December
31, 2013.

Section 408(1)(6) of FFDCA requires
EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment. EPA does not intend for its
actions on FIFRA section 18 related
time-limited tolerances to set binding
precedents for the application of section
408 of FFDCA and the safety standard
to other tolerances and exemptions.
Section 408(e) of FFDCA allows EPA to
establish a tolerance or an exemption
from the requirement of a tolerance on
its own initiative, i.e., without having
received any petition from an outside

party.

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. * * *”

Section 18 of FIFRA authorizes EPA
to exempt any Federal or State agency
from any provision of FIFRA, if EPA
determines that “emergency conditions
exist which require such exemption.”
EPA has established regulations
governing such emergency exemptions
in 40 CFR part 166.

III. Emergency Exemption for
Fludioxonil on Pineapple and FFDCA
Tolerances

The applicant stated that unforeseen
changes in available options for
shipping Hawaiian pineapple to the
mainland of the United States resulted
in increased storage and transport time
for the fruit. The overall increased
shipment time is allowing surface molds
to become established, which is leading
to rejection, downgrading, or dumping
of the unacceptable fruit. The Applicant
stated that because of this unanticipated
situation, an emergency situation exists,
with significant economic losses
suffered. Further, the Applicant asserts
that without a suitable fungicide, such
as fludioxonil, to address this issue, the
future viability of the pineapple
industry in Hawaii is threatened.

After having reviewed the
submission, EPA determined that an
emergency condition exists for this
State, and that the criteria for approval
of an emergency exemption are met.
EPA has authorized a specific
exemption under FIFRA section 18 for
the use of fludioxonil on Hawaiian
pineapple for control of surface molds.

As part of its evaluation of the
emergency exemption application, EPA
assessed the potential risks presented by
residues of fludioxonil in or on
pineapple. In doing so, EPA considered

the safety standard in section 408(b)(2)
of FFDCA, and EPA decided that the
necessary tolerance under section
408(1)(6) of FFDCA would be consistent
with the safety standard and with
FIFRA section 18. Consistent with the
need to move quickly on the emergency
exemption in order to address an urgent
non-routine situation and to ensure that
the resulting food is safe and lawful,
EPA is issuing this tolerance without
notice and opportunity for public
comment as provided in section
408(1)(6) of FFDCA. Although this time-
limited tolerance expires on December
31, 2013, under section 408(1)(5) of
FFDCA, residues of the pesticide not in
excess of the amount specified in the
tolerance remaining in or on pineapple
after that date will not be unlawful,
provided the pesticide was applied in a
manner that was lawful under FIFRA,
and the residues do not exceed a level
that was authorized by this time-limited
tolerance at the time of that application.
EPA will take action to revoke this time-
limited tolerance earlier if any
experience with, scientific data on, or
other relevant information on this
pesticide indicate that the residues are
not safe.

Because this time-limited tolerance is
being approved under emergency
conditions, EPA has not made any
decisions about whether fludioxonil
meets FIFRA’s registration requirements
for use on pineapple or whether a
permanent tolerance for this use would
be appropriate. Under these
circumstances, EPA does not believe
that this time-limited tolerance decision
serves as a basis for registration of
fludioxonil by a State for special local
needs under FIFRA section 24(c). Nor
does this tolerance by itself serve as the
authority for persons in any State other
than Hawaii to use this pesticide on the
applicable crops under FIFRA section
18 absent the issuance of an emergency
exemption applicable within that State.
For additional information regarding the
emergency exemption for fludioxonil,
contact the Agency’s Registration
Division at the address provided under
FOR FURTHER INFORMATION CONTACT.

IV. Aggregate Risk Assessment and
Determination of Safety

Consistent with the factors specified
in section 408(b)(2)(D) of FFDCA, EPA
has reviewed the available scientific
data and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure expected as a result
of this emergency exemption request
and the time-limited tolerance for
residues of fludioxonil on pineapple at
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13 ppm. EPA’s assessment of exposures
and risks associated with establishing
the time-limited tolerance follows.

A. Toxicological Points of Departure/
Levels of Concern

Once a pesticide’s toxicological
profile is determined, EPA identifies
toxicological points of departure (POD)
and levels of concern (LOC) to use in
evaluating the risk posed by human
exposure to the pesticide. For hazards
that have a threshold below which there
is no appreciable risk, the toxicological
POD is used as the basis for derivation
of reference values for risk assessment.
PODs are developed based on a careful
analysis of the doses in each
toxicological study to determine the
level at which no adverse effects are
observed (the NOAEL) and the lowest
level at which adverse effects of concern
are identified (the LOAEL). Uncertainty/
safety factors are used in conjunction
with the POD to calculate a safe
exposure level—generally referred to as
a population-adjusted dose (PAD) or a
reference dose (RfD)—and a safe margin
of exposure (MOE). For non-threshold
risks, the Agency assumes that any
amount of exposure will lead to some
degree of risk. Thus, the Agency
estimates risk in terms of the probability
of an occurrence of the adverse effect
expected in a lifetime. For more
information on the general principles
EPA uses in risk characterization and a
complete description of the risk
assessment process, see http://
www.epa.gov/pesticides/factsheets/
riskassess.htm.

A summary of the toxicological
endpoints for fludioxonil used for
human risk assessment can be found at
http://www.regulations.gov in document
“Fludioxonil. Human Health Risk
assessment for a Section 18 Emergency
Tolerance on Pineapple,” dated August
4, 2010, p. 23—24 in Docket ID number
EPA-HQ-OPP-2010-0982.

B. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to fludioxonil, EPA considered
exposure under the time-limited
tolerance established by this action as
well as all existing fludioxonil
tolerances in 40 CFR 180.516. EPA
assessed dietary exposures from
fludioxonil in food as follows:

i. Acute exposure. Adverse effects
from acute exposure were identified for
fludioxonil for the population subgroup
females 13—49 years old. The acute
population adjusted dose (aPAD) is set
at 1.0 milligrams/kilograms/day (mg/kg/
day) based upon acute effects of
increased incidence of fetuses and

litters with dilated renal pelvis and
dilated ureter seen in the rat
developmental study. In estimating
acute dietary exposure, EPA used food
consumption information from the U.S.
Department of Agriculture (USDA)
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII). As to residue levels
in food, EPA conducted an acute dietary
assessment assuming established and
proposed tolerance-level residues for all
commodities and default 100 percent
crop treated (PCT) information for the
population subgroup females 13—49
years old. No anticipated residue or
estimated PCT data were used. The
estimated peak drinking water
concentration of 108 parts per billion
(ppb) was directly incorporated into the
acute risk assessment. There were no
significant toxicological effects
attributable to a single exposure (dose)
for the general population or any other
population subgroups; therefore these
populations’ subgroups were not
included in this assessment. For food
and drinking water, the exposure to
females 13—49 years old (the only
population subgroup demonstrating
acute effects) utilized 15% of the aPAD
at the 95th percentile of exposure
distribution.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
CSFII. As to residue levels in food, EPA
conducted a chronic dietary assessment
assuming established and proposed
tolerance-level residues with the
exception of the following: Anticipated
residues (ARs) were generated for apple,
grapefruit, lemon, lime, orange, pear,
tomato, lettuce (head and leaf), fresh
parsley, Brassica leafy vegetables (crop
group 5), grape, cherry, peach, and plum
based upon field trial data. Empirical
processing factors were determined
from processing studies for the juices of
tomato, apple, grapefruit, lemon, lime,
grape, and orange, and for raisins;
default processing factors were used in
all other instances. No PCT data were
used (100% crop treated was assumed).
The estimated chronic drinking water
concentration of 53 ppb was directly
incorporated into the assessment. Food
and water consumption were compared
to the chronic population adjusted dose
(cPAD) of 0.03 mg/kg/day, which is
based upon the chronic effect of
decreased weight gain in females seen
in the 1-year dog feeding study. For food
and water consumption, the chronic
exposure to fludioxonil utilized 26% of
the cPAD for the general U.S.
population and 88% of the cPAD for

children 1-2 years old, the most highly
exposed population subgroup.

iii. Cancer. Based on the available
data, EPA has determined that
fludioxonil is a “Group D” chemical, not
classifiable as to human carcinogenicity,
and poses a negligible cancer risk.
Cancer studies with fludioxonil only
showed marginal evidence of cancer in
one sex of one species. There was no
evidence of carcinogenicity in mice
when tested up to the highest dose of
7,000 ppm. There was no evidence of
carcinogenicity in male rats, but there
was a statistically significant increase,
both trend and pairwise, of combined
hepatocellular tumors in female rats.
The pairwise increase for combined
tumors was statistically significant, but
only at p=0.03, which is not a strong
indication of a positive effect. Further,
statistical significance was only found
when liver adenomas were combined
with liver carcinomas. Finally, the
increase in these tumors was within, but
at the high end, of the historical
controls. Fludioxonil was not mutagenic
in the tests for gene mutations.
However, based on the induction of
polyploidy in the in vitro Chinese
hamster ovary cell cytogenetic assay and
the suggestive evidence of micronuclei
induction in rat hepatocytes in vivo,
additional mutagenicity testing was
performed in three studies specifically
designed to address the concerns
regarding aneuploidy. The results of
these assays were negative for
aneuploidy activity. Therefore, the
Agency concluded that a dietary
exposure assessment for assessing
cancer risk is unnecessary.

iv. Anticipated residue and PCT
information. EPA did not use PCT
information in the dietary assessment
for fludioxonil. One hundred percent of
the pineapple crop was assumed
treated.

Section 408(b)(2)(E) of FFDCA
authorizes EPA to use available data and
information on the anticipated residue
levels of pesticide residues in food and
the actual levels of pesticide residues
that have been measured in food. If EPA
relies on such information, EPA must
require pursuant to section 408(f)(1) of
FFDCA that data be provided 5 years
after the tolerance is established,
modified, or left in effect, demonstrating
that the levels in food are not above the
levels anticipated. For the present
action, EPA will issue such data call-ins
as are required by section 408(b)(2)(E) of
FFDCA and authorized under section
408(f)(1) of FFDCA. Data will be
required to be submitted no later than
5 years from the date of issuance of
these tolerances.
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Anticipated residue data were used in
the chronic (non-cancer) dietary risk
analyses but not in the acute dietary risk
analysis. For certain tolerances, the
anticipated residue values were
determined from the field trial studies.
Additionally, results of processed
commodities studies show that
fludioxonil residues do not concentrate
to the extent that the existing crop
tolerances would be exceeded.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for fludioxonil in drinking water. These
simulation models take into account
data on the physical, chemical, and fate/
transport characteristics of fludioxonil.
Further information regarding EPA
drinking water models used in pesticide
exposure assessment can be found at
http://www.epa.gov/oppefed1/models/
water/index.htm.

Based on the First Index Reservoir
Screening Tool (FIRST) and Screening
Concentration in Ground Water (SCI—
GROW) models, the estimated drinking
water concentrations (EDWCs) of
fludioxonil for acute exposures are
estimated to be 108 ppb for surface
water and 0.4 ppb for ground water. The
EDWCs for chronic exposures for non-
cancer assessments are estimated to be
53 ppb for surface water and 0.4 ppb for
ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure models. For
acute dietary risk assessment, the water
concentration value of 108 ppb was
used to assess the contribution of
fludioxonil from drinking water. For
chronic dietary risk assessment, the
water concentration of value 53 ppb was
used to assess the contribution of
fludioxonil from drinking water.

3. From non-dietary exposure. The
term “residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Fludioxonil is currently registered for
the following uses that could result in
residential exposures: Residential turf
and ornamental use, restricted to
commercial applicators only. EPA
assessed residential exposure using the
following assumptions: The use on
pineapple discussed in this document
does not result in any residential non-
occupational exposures. Since there are
no short- or intermediate-term dermal
toxicity endpoints for fludioxonil, only
a toddler post-application assessment
for incidental ingestion exposures to
treated lawns was conducted (for all

child/infant subgroups). The combined
short-term oral exposure risk estimate,
which includes hand-to-mouth, object-
to-mouth and soil ingestion pathways,
was determined to be 0.013 mg/kg bw/
day, while the intermediate-term was
determined to be 0.0074 milligrams/
kilograms of bodyweight/day (mg/kg
bw/day). It should be noted that each of
the incidental oral assessments (i.e.,
hand-to-mouth, object-to-mouth and soil
ingestion) are considered conservative.
Therefore, combining all the
assessments is expected to provide a
highly conservative assessment of
children’s incidental oral exposure.

Further information regarding EPA
standard assumptions and generic
inputs for residential exposures may be
found at: http://www.epa.gov/
pesticides/trac/science/trac6a05.pdf.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

EPA has not found fludioxonil to
share a common mechanism of toxicity
with any other substances, and
fludioxonil does not appear to produce
a toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has
assumed that fludioxonil does not have
a common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s Web site at
http://www.epa.gov/pesticides/
cumulative.

C. Safety Factor for Infants and Children

1. In general. Section 408(b)(2)(C) of
FFDCA, as modified by the Food
Quality Protection Act (FQPA), provides
that EPA shall apply an additional
tenfold (10X) margin of safety for infants
and children in the case of threshold
effects to account for prenatal and
postnatal toxicity and the completeness
of the database on toxicity and exposure
unless EPA determines, based on
reliable data, that a different margin of
safety will be safe for infants and
children. This additional margin of
safety is commonly referred to as the
FQPA Safety Factor (SF). In applying
this provision, EPA either retains the
default value of 10X, or uses a different
additional SF when reliable data

available to EPA support the choice of
a different factor.

2. Prenatal and postnatal sensitivity.
There was no quantitative or qualitative
evidence of increased susceptibility
following in utero exposure of rats and
rabbits or following prenatal/postnatal
exposure of rats. In the developmental
study in rats, there was an increase in
the number of fetuses and litters with
dilated renal pelvis and dilated ureter,
as well as a reduction in maternal body
weight gain, at the lowest observed
adverse effect level. The developmental
effect was considered to be related to
maternal toxicity rather than an
indication of increased susceptibility.
Since the developmental effects
occurred at the same exposure levels
that caused maternal effects, no
evidence of increased susceptibility in
rats was demonstrated from the
developmental study. In the 2-
generation rat reproduction study,
offspring toxicity was seen at the dose
that produced parental (maternal)
toxicity. The maternal toxicity was
manifested as increased clinical signs,
decreased body weight, body weight
gain and food consumption. Fetal
toxicity was manifested as decreased
weight gain in pups. Since
developmental effects occurred at the
same exposure levels that caused
maternal effects, maternal and fetal
toxicity were comparable, and it was
concluded that there is no increased
susceptibility indicated by results from
the 2-generation reproduction study. In
rabbits, no developmental toxicity was
seen up to the highest dose tested which
demonstrated maternal toxicity, and
therefore it is concluded that there is no
evidence of increased susceptibility
demonstrated in rabbits.

3. Conclusion. EPA has determined
that reliable data show that the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1X. That decision is
based on the following findings:

i. There are no residual uncertainties
in the toxicity database. Existing data
are sufficient for endpoint selection for
exposure/risk assessment. The
fludioxonil toxicity database is
complete with the exception of an
immunotoxicity study, and acute and
subchronic neurotoxicity studies. The
immunotoxicity and acute and
subchronic neurotoxicity studies are
now required by new data requirements
for conventional pesticide registration
(40 CFR part 158). The available data do
not show potential for neurotoxicity or
immunotoxicity. The overall weight-of-
evidence suggests that fludioxonil does
not directly target the immune system.
Further, there is no evidence of


http://www.epa.gov/pesticides/trac/science/trac6a05.pdf
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neurotoxicity or neuropathology in the
fludioxonil database. Therefore, the
Agency does not believe that the
immunotoxicity and acute and chronic
neurotoxicity studies will result in a
lower POD than that currently in use for
overall risk assessment. Thus, the
Agency believes that a database
uncertainty factor is not needed to
account for lack of these studies.

ii. There is no indication that
fludioxonil is a neurotoxic chemical and
therefore EPA finds no need for a
developmental neurotoxicity study or
additional uncertainty factors (UFs) to
account for neurotoxicity.

iii. There is no evidence that
fludioxonil results in increased
susceptibility of in utero rats or rabbits
in the prenatal developmental studies or
in young rats in the 2—generation
reproduction study.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100 PCT,
tolerance-level residues, and anticipated
residues as follows: Anticipated residue
values for apple, grapefruit, lemon,
lime, orange, pear, tomato, head lettuce,
leaf lettuce, grape, cherry, peach, and
plum were generated from field trials;
anticipated residues were also
determined from processing studies for
raisins, and for the juice of apple, grape,
grapefruit, lemon, lime, orange and
tomato. These data are reliable and will
not underestimate the exposure and
risk. EPA made conservative (protective)
assumptions in the ground and surface
water modeling used to assess exposure
to fludioxonil in drinking water. EPA
used similarly conservative assumptions
to assess postapplication exposure of
children as well as incidental oral
exposure of toddlers. These assessments
will not underestimate the exposure and
risks posed by fludioxonil.

D. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic dietary pesticide exposures are
safe by comparing aggregate exposure
estimates to the aPAD and cPAD. For
linear cancer risks, EPA calculates the
lifetime probability of acquiring cancer
given the estimated aggregate exposure.
Short-, intermediate-, and chronic-term
risks are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the appropriate
PODs to ensure that an adequate MOE
exists.

1. Acute risk. Based on the
explanation in Unit IV.B.3, regarding
residential use patterns, acute
residential exposure to residues of
fludioxonil is not expected. Therefore,

since the acute aggregate risk
assessment only includes exposure from
food and water, no further calculations
are necessary beyond the acute dietary
analysis. There were no significant
toxicological effects attributable to a
single exposure (dose) for the general
population or any other population
subgroups; therefore these population
subgroups were not included in this
assessment. An acute dietary assessment
was therefore conducted for the
population subgroup females 13—49
years old. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute aggregate
exposure (food and water) to fludioxonil
will occupy 15% of the aPAD for
females 13—49 years old.

2. Chronic risk. Based on the
explanation in IV.B.3, unit regarding
residential use patterns, chronic
residential exposure to residues of
fludioxonil is not expected. Therefore,
since the chronic aggregate risk
assessment only includes exposure from
food and water, no further calculations
are necessary beyond the chronic
dietary analysis. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic aggregate exposure to
fludioxonil (food and water) utilized
88% of the cPAD for children 1-2 years
old, the population subgroup receiving
the greatest exposure. For the U.S.
population the chronic aggregate
exposure (food and water) utilized 26%
of the cPAD.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account residential
exposure plus chronic exposure to food
and water (considered to be a
background exposure level).

Fludioxonil is currently registered for
uses that could result in short- and
intermediate-term residential exposure
and the Agency has determined that it
is appropriate to aggregate chronic
exposure through food and water with
short- and intermediate-term residential
exposures to fludioxonil. Using the
exposure assumptions described in this
unit for short- and intermediate-term
exposures, EPA has concluded that
combined short- and intermediate-term
food, water, and residential exposures
result in aggregate MOEs for the most
highly exposed subgroup, children 1-2
years old, of 250 for short-term
exposures and 100 for intermediate-term
exposures. Because EPA’s level of
concern for fludioxonil is a MOE of less
than 100, these MOEs are not of
concern.

4. Aggregate cancer risk for U.S.
population. Fludioxonil is classified as
a “Group D” chemical, as discussed

previously, and not classifiable as to
human carcinogenicity. However, EPA
expects the cancer risk of fludioxonil to
be negligible.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children,
from aggregate exposure to fludioxonil
residues.

V. Other Considerations

A. Analytical Enforcement Methodology

An adequate enforcement
methodology (high-pressure liquid
chromatography method AG-597B) is
available to enforce the tolerance
expression. The method may be
requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305-2905; e-mail
address: residuemethods@epa.gov.

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by section 408(b)(4) of FFDCA.
The Codex Alimentarius is a joint U.N.
Food and Agriculture Organization/
World Health Organization food
standards program, and it is recognized
as an international food safety
standards-setting organization in trade
agreements to which the United States
is a party. EPA may establish a tolerance
that is different from a Codex MRL;
however, section 408(b)(4) of FFDCA
requires that EPA explain the reasons
for departing from the Codex level.

The Codex has not established a MRL
for fludioxonil on pineapple.

VI. Conclusion

For the reasons described above, a
time-limited tolerance is established for
residues of fludioxonil, (4-(2,2-difluoro-
1,3-benzodioxol-4-yl)-1H-pyrrole-3-
carbonitrile), in or on pineapple at 13
ppm. This tolerance expires on
December 31, 2013.

VII. Statutory and Executive Order
Reviews

This final rule establishes a time-
limited tolerance under sections 408(e)
and 408(1)(6) of FFDCA. The Office of
Management and Budget (OMB) has
exempted these types of actions from
review under Executive Order 12866,


mailto:residuemethods@epa.gov

7712

Federal Register/Vol. 76, No. 29/Friday, February 11, 2011/Rules and Regulations

entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993).
Because this final rule has been
exempted from review under Executive
Order 12866, this final rule is not
subject to Executive Order 13211,
entitled Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established in accordance with
sections 408(e) and 408(1)(6) of FFDCA,
such as the tolerance in this final rule,
do not require the issuance of a
proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or Tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or Tribal governments,
on the relationship between the national
government and the States or Tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
Tribes. Thus, the Agency has
determined that Executive Order 13132,
entitled Federalism (64 FR 43255,
August 10, 1999) and Executive Order
13175, entitled Consultation and
Coordination with Indian Tribal
Governments (65 FR 67249, November
9, 2000) do not apply to this final rule.
In addition, this final rule does not
impose any enforceable duty or contain
any unfunded mandate as described
under Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995

(NTTAA), Public Law 104—-113, section
12(d) (15 U.S.C. 272 note).

VIII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: January 24, 2011.

Lois Rossi,

Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.516 is amended by
alphabetically adding “pineapple” to the
table in paragraph (b) to read as follows:

§ 180.516 Fludioxonil; tolerances for
residues.

* * * * *
(b) E
Expiration/
Commodity P;ritlﬁ opner revocation
date
Pineapple ........ 13 12/31/13
* * * *

[FR Doc. 2011-2405 Filed 2-10-11; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[EPA-HQ-OPP-2010-0217; FRL-8858-3]

Clothianidin; Time-Limited Pesticide
Tolerances

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule.

SUMMARY: This regulation establishes
time-limited tolerances for residues of
clothianidin in or on rice, seed. Valent
U.S.A. Corporation requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA). The
tolerances expire on June 23, 2012.

DATES: This regulation is effective
February 11, 2011. Objections and
requests for hearings must be received
on or before April 12, 2011, and must
be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit I.C. of the
SUPPLEMENTARY INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2010-0217. All documents in the
docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Marianne Lewis, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308—8043; e-mail address:
lewis.marianne@epa.gov.

SUPPLEMENTARY INFORMATION:
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I. General Information
A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

¢ Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How can I get electronic access to
other related information?

In addition to accessing electronically
available documents at http://
www.regulations.gov, you may access
this Federal Register document
electronically through EPA Internet
under the Federal Register listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
cite at http://www.gpoaccess.gov/ecfr.

C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2010-0217 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before April 12, 2011. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit a copy of
your non-CBI objection or hearing
request, identified by docket ID number
EPA-HQ-OPP-2010-0217, by one of
the following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg., 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket
Facility’s normal hours of operation
(8:30 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays).
Special arrangements should be made
for deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

I1. Petitioned-for Tolerances

In the Federal Register of May 19,
2010 (75 FR 28009) (FRL-8823—2), EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 0G7682) by Valent
U.S.A Corporation, P.O. Box 8025
Walnut Creek, CA 94596. The petition
requested that 40 CFR 180.586 be
amended by establishing tolerances for
residues of the insecticide clothianidin,
(E)-1-(2-chloro-1,3-thiazol-5-ylmethyl)-
3-methyl-2-nitroguanidine, in or on rice,
seed at 0.01 parts per million (ppm).
That notice referenced a summary of the
petition prepared by Valent U.S.A.
Corporation, the registrant, which is
available to the public in the docket,
http://www.regulations.gov. One
comment was received endorsing the
registration of this seed treatment.

Valent has requested an experimental
use permit and this tolerance to
determine the effectiveness of
clothianidin as a rice, seed treatment to
control rice weevil and grape colaspis.
This tolerance will expire on June 23,
2012.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the

legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water a